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Adverse Event Description 


BELLS PALSEY ON LEFT SIDE ON DAY 11 AFTER VACCINE. FUNCTION HAS ALMOST FULLY 
RESOLVED AFTER A MEDROL DOSE PACK WAS STARTED. 


1/3/2021 developed facial drooping later to be diagnosed by ER on 1/4/2021 as Bels Palsy status 
post COVID-19 Vaccine administered on 12/28/2020. The long-term outcome is unknown. The 
patient returned to the center and was doing well. 


Tingling and numb face and lips mostly on right side of face, right ear pain, right jaw pain, right 
side headache, sore arm at site, nausea, dizziness, lethargic 


Facial drooping on 1/4/2021 6 days after the vaccine suffered a mild TIA or bells palsy event. 
appointments for a CT scan. Has mild facial drooping on the side that is already affected by TIA / 
cerebral hemorrhage. The long-term or permanent outcome is unknown. 


Numbness, drooping mouth and nose area Bells Palsy 


Development of Bells Palsy approximately 48 hours after initial (dose 1) vaccination with Pfizer 
vaccine. 


I received a call from the pharmacist at the clinic at 10:30 am on 1/8/2021, to let me know that a 
staff member at the facility we were at on Tuesday 1/5/2021 developed Bell's Palsy on 1/7/2021. 
Half of his face went numb and they feared the patient had a stroke. They rushed the patient to 
urgent care where it was determined it was Bell's Palsy and NOT a stroke. The patient is back 
home and recovering well. 


2hours post began with tingling in tip of tongue and bottom lip. Took otc benadryl.48hours later all 
right side of face became numb.Was sent for evaluation by employer to hospital.dx with adverse 
reaction.bells palsy I was given Decadron IM and medrol dose pack. 


Potential Bell's Palsy 8 days post Pfizer BioNtech COVID19 Vaccine Dose #1 Per documentation 
from emergency department provider: 32 y/o M who comes in from home for a new onset facial 
droop. Pt states that this is sudden onset today. he is unsure if it is related to the recent covid 
vaccine but has otherwise been well. He has no recent viral sx. He has no other neuro sx. He did 
have some pain in the jaw at the onset but that has since resolved. CT head obtained more for the 
jaw pain and to ensure no mass etc. It is normal. I discussed at length with the pt that I suspect 
this is bells palsy as he has very minimal movement of the forehead, cannot fully blink the L eye 
closed and has no risk factors for stroke. I did offer him further imaging to make 100% sure this is 
not a stroke but he agrees that he feels he has bells palsy and declined further labs or imaging. i 
will have him f/u with ENT as an OP. Given return precautions and f/u with them in the office. 
Given first dose of steroids and valacyclovir here. He will use artificial tears and tape the eye at 
night. . 


Anaphylaxis Please note previous VAERS report of Bell's Palsy 8 days following the first dose and 
subsequently treated with prednisone and valacyclovir. This neurologic diagnosis was not reported 
by the patient during the consent process with the COVID19 vaccination center staff. Confirmed 
following review of the consent form. Documentation from Emergency Department Provider: 
Patient is serially reassessed following treatment for anaphylaxis. Patient has significant 
improvement in diffuse erythema and hives within 20 minutes. He has gradual improvement in his 
sensation of throat swelling. He is observed while in the emergency department serially over 4 
hours with no recurrence of symptoms. He does not require any repeat dose of epinephrine and 
feels at baseline. Discussed my suspicions that patient may have had a reaction to COVID-19 
vaccine as he has had no other new medications or exposures that he is aware of. As he will not be 
receiving another vaccine there is nothing to necessarily stay away from. Make sure he notifies 
individuals about this for any new vaccine should he receive them. Patient is observed for sufficient 
time but discussed possibility for biphasic reaction. Recommend he return should he have 
recurrence of symptoms. Recommend he take EpiPen as prescribed for any throat swelling or 
progressive shortness of breath. Recommend follow-up with a primary care provider for this visit.. 


Bell?s palsy the morning after the vaccination administration with left facial droop, left lip swelling 


2-3 days after the shot , blurred vision, slurred speak, couldn't smile, it shifted up to the left, 
couldn't chew food, tired, sun sensitivity, tearing of eye. Stated Bells Palsey. 


Sore arm, tender under arm, headache, nausea, joint pain, made Bell?s palsy start 


Bells Palsy approximately 24 hours after vaccination. I presented to the ER for evaluation. I was 
treated with steroids and antivirals for 7 days. Symptoms ave still persisted to date. 


1/7- RECEIVED VACCINE AND REPORTED HAVING TINGLING TO LIPS (A FEW HOURS LATER), 
TOOK BENADRYL AND REPORTED THAT TINGLING WENT AWAY. 1/8- REPORTED TINGLING TO 
LEFT OUTERLIP AND AND WENT TO ER AND DIAGNOSED WITH BELL PALSY / FACIAL PARALYSIS 
AFTER EVALUATION 


First began tingling on left side of forehead, then 4 hours later left temple then 6 hours later left 
side of lower lip and 1-2 hours later top of left cheek. [left side of jaw/ear lobe/half of cheek 
decreased sensation from prior surgery to remove parotid tumor since Nov. 1992] By 30 hours 
after vaccination I had received solu medrol and valtrex for early s/s of Bell's palsy by hospitalist at 
hospital. All symptoms resolved by 1/9/21 pm. 


Symptoms Te VAERS 1D Adverse Event Description 


JAN2-HEADACHE, JAN 3 RIGHT SIDE OF TONGUE BECAME NUMB, AND JAN 4 RIGHT SIDE OF 
COVID19 MOUTH BECAME NUMB, RIGHT EYE PAIN WITH TEARING, NOTICABLE DROOPING RIGHT SIDE OF 
BELL'S PALSY | VACCINE | 0934289-1 FACE, MINIMAL ACTIVE MOVEMENT, FLUIDS DRIBBLED OUT OF RIGHT SIDE OF MOUTH WHEN 
(COVID19) ~ O| DRINKING LIQUIDS, EVALUATED BY PA ON 1/5, DIAGNOSED WITH BELL'S PALSY, STARTED ON 


VALACYCLOCIR 1 GM THREE TIMES A DAY AND PREDNISONE TAPER BEGINNING WITH 60 MG X 5 
DAYS AND TAPERING DOWNWARD 


COVID19 

BELL'S PALSY | VACCINE | 0934342-1 | balls palsy headache arm sore 
(COVID19) 
COVID19 

BELL'S PALSY | VACCINE | 0934350-1 | balls palsy headache sore arm 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE 0934419-1 | BELL'S PALSY. 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 0934439-1 | Numbing of tongue, possibly mild Bell's Palsy, and occurred about 7 minutes after vaccination 
(COVID19) 


BELLS PALSY January 3, 2021- Slight numbness in tongue and food tasted different, pounding 
frontal headache at night and took Tylenol 500 mg for headache relief. January 4, 2021- The slight 
COVID19 numbness in tongue continued and my face started to feel a little different too. I had headaches on 
BELL'S PALSY | VACCINE and off throughout the day and evening. January 5, 2021- Woke up to get ready for work and 
(COVID19) noticed that my right eyelid was a little swollen and the right side of my mouth looked different. I 
arrived at work and my right eye was not closing properly and I was having difficulty blinking. I left 
work an hour later and went to ER to seek treatment. I was prescribed Prednisone and Valacyclovir 


for a seven day course. The first time I had Bells Palsy was in 1997 when I was 22 years old. 


COVID19 Patient reports having Bell's Palsy with photographic evidence that was noticed approximately 11 
BELL'S PALSY | VACCINE | 0935574-1 | hours (at 7:00pm) after vaccine administration. Patient reports having slurred speech and facial 
(COVID19) drop. Took muscle relaxant (Robaxin) and prednisone (5 days). Bell's Palsy resolved by 01:00am. 


Bell's Palsey- 1-10-21- c/o rt eye not closing all the way the night before, lower lip shifted to left 
side with decreased movement and pt reports trouble drinking fluids. Physician assessment- vss, 
COVID 19 left lower lip decreased movement rt side, It sided weakness, some pain in eye, eye red and 
BELL'S PALSY | VACCINE 0935666-1 | ~. . i l D AE p 
(COVID19) injected. prescribed prednisone. Assessment 1-11-21- patient eye droop visibly improved, still left 
sided weakness and having issues drinking, due to hx herpes cold sores prescribed famciclovir in 
addition to prednisone. 

CoOvID19 Bells Palsy 20days after dose. 1-08-2021 Right facial paralysis with frequent watering of the eye 
BELLS PALSY VACCINE |) amen oe and nose on the right. Fati e cough 

(COVID19) gnt. Faugue, coug 

CoOviID19 R side facial paralysis starting 48 hours after second dose of vaccine, diagnosed through ED visit as 
BELL'S PALSY |VACCINE 0935924-1 Bells Pals g 

(COVID19) y 

COVID19 The employee reports that she developed symptoms consistent with Bell's Palsy about 48 hours 
BELL'S PALSY |VACCINE | 0935995-1 | after receiving the vaccine. She states that the left side of her face is swollen and itchy. The 

(COVID19) employee has been takin Benadryl every 4 hours to keep the swelling down. 

COVID19 i _ i ; ' 
BELL'S PALSY |VACCINE | 0936398-1 L. Bell's palsy eyelid drooping, weakness in L cheek and mouth, started about 28 hours after 

=~ | dose #2 of the Pfizer-BioNTech vaccine 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE 0936799-1 Bell's Palsy 

(COVID19) 

COVID19 Jaw became sore 1/9/21 , went to ER on 1/11/21 after continued pain diagnosed with Bells Palsy. 
BELL'S PALSY | VACCINE | 0937299-1 | Given Medications : Acyclovir 800mg 5 times daily for 7 days, 60 mg prednisone with taper 10 

(COVID19) days, Eye patch and Eye drops. 

COVID19 
BELL'S PALSY |VACCINE | 0937571-1 | Patient developed Bells Palsy. 

(COVID19) 

CoviID19 Pt states she awoke at 0600 01/05/2021 with right side facial paralysis Was seen by PA diagnosis 
BELL'S PALSY |VACCINE 0937613-1 : : 

————— | with Bells Palsy was started on Prednisone 01/05/2021 

(COVID19) 

COVID19 
BELL'S PALSY |VACCINE | 0937921-1 | Bell's palsy L side of face impacting eye and partial of mouth; not resolved at this time 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE | 0938331-1 | Right sided facial weakness, right eye tearing, Bell's Palsy diagnosis 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE | 0938568-1 | Went to ED on 1/11 and diagnosed with Bell's Palsy. Ordered eye drops and an eye patch to sleep 

(COVID19) 

coup? Patient went to ED on 1/11 and was diagnosed with Bell's Palsy. Doctor ordered eye drops and an 
BELL'S PALSY | VACCINE 0938601-1 eve patch at night : 

(COVID19) ye p gnt. 

COVID19 
BELL'S PALSY |VACCINE 0938791-1 Bells Palsy 

(COVID19) 


COVID19 Sun 10pm change in taste. Taste continued all day Tuesday. Had COVID test done. It was negative. 
BELL'S PALSY |VACCINE | 0938805-1 | That evening his eye started blinking.... Bells Palsey. Difficulty with face movement. Today still 
(COVID19) persisting. Now taking a steroid. He is a MD. 


Symptoms ae VAERS 1D Adverse Event Description 


Pain on left side of neck starting 2 days after first dose of Pfizer-BioNTech COVID-19 vaccine 0.3 
mL IM in right deltoid. Pain progressed over the next 5 days to arm and left eye. Dizziness, mouth 
drooping, and numbness developed. Went to ED and diagnosed with Bell's Palsy. Evaluated in ED 
COVID19 for possible causes. Vital signs stable. CVA ruled out. Patient gNen ketorolac, droperidol, and IV 
BELL'S PALSY |VACCINE | 0938830-1 | fluids for her headache. Prescribed steroids and acyclovir for Bell's Palsy treatment. Prescriber 
(COVID19) “~~ | instructed patient to return to ED immediately if symptoms worsen or additional symptoms 
develop. Follow up with patient on 1/5/21 with patient reporting some improvement in symptoms. 
Patient reported having a headache for 2 weeks straight prior to presenting to the ED on 1/3/21. 


Vaccine was administered on 12/28/21. Unsure if the Bell's Palsy was a result of the vaccine or 
some other inciting factor. 


COVID19 
BELL'S PALSY | VACCINE | 0939241-1 | Patient developed Bells Palsy on day 19 after vaccine #1 
(COVID19) 


COVID19 Headache, Fatigue, Body Aches, Chills, Shakes, Temp 100.6 also diagnosed with Bells Palsy after 
BELL'S PALSY | VACCINE | 0940287-1 | seeing PCP on Monday 01/11/2021. Patient also went back to see PCP on 01/12/2021 for follow 
(COVID19) up. 


Less than 2 days after having the 1st shot of the COVID-19 vaccine, I woke up at 2am and 
experienced Bell's palsy on the left side of my face...and had minor heart pain...was dizzy...had 
eee loss of balance...slurred speech, I had all of the symptoms of a stroke. Later in that same mornin 
BELL'S PALSY | VACCINE | 0940475-1 i ae -SP : : ymp ' , g 
(COVID19) the swelling starting going down, so I waited to go to the emergency room...did not want to spend 
the money for all of the tests. I woke up the next morning and still had heart pain, so I decided to 


go to emergency room . 


Less than 24 hours of receiving the vaccine I started to experience my jaw locking. Later in the 
COVID19 day it began to get worst. I could not blink my left eye and my face started to drop. I went to the 
BELL'S PALSY |VACCINE | 0941120-1 | ER and they stated that due to vaccine I have Bells Palsy. I was given medication. It is now 4 days 
(COVID19) in and the symptoms are getting worst. My left eye is now dry due to can not blink. I have serve 


headaches behind my left eye. I can not eat or chew without having issues. 


COVID19 Bells Palsy. I had left sided facial paralysis starting 77 hours my injection. I called the Hospitalist at 
BELL'S PALSY | VACCINE | 0941638-1 | MY hospital and treatment of Valacyclovir 1000mg tid x7 days and Prednisone 60mg daily x7days. 
(COVID19) “~~ | The next day I had numbness around my lips and chin on the left side and the third day I had 
minimal paralysis around my mouth. It was resolved by day 4. 


COVID19 Reported facial and lip numbness x 3 days following covid vaccination (Bells Palsy) . By 5pm it had 
BELL'S PALSY |VACCINE | 0941779-1 | creep to the face, right cheek was not responding fully. Described the numbness like having a 
(COVID19) Novocain at the dentist. Symptoms lasted 3 days 


BELL'S PALSY cate 0941920-1 Patient reported cold sores in her mouth on 1/9/2021 and then on 1/12/21 was seen in Dr. office 
(COVID19) “~~~ | and diagnosed with Bells Palsy. Patient was started on antivirals and prednisone. 


Pfizer-BioNTech COVID-19 Vaccine EUA? 1st vaccine 12/21/2020, 2nd vaccine 1/10/2021 ED visit 
1/11/2021: Chief Complaint: Pt. reports facial droop that started at 1200 yesterday. Pt. reports 
that he is unable to raise left eyebrow or control left side of face/lips. Pt. states that symptoms 
began approx. 4 hours after his COVID booster was administered Patient, 37 y.o male with hx DM, 
presents with left sided tongue numbness that began 2 days ago and left sided facial droop that 
began yesterday around noon. He reports difficulty raising his left eye brow and controlling the left 
side of his face. Pt also reports slight hearing and visual changes on the left side and tearing from 
COVID19 the left eye. He denies any extremity weakness, rashes, and any other concerns at this tiem. 
BELL'S PALSY | VACCINE | 0942035-1 | Clinical Impression: Final diagnoses: Bell's palsy (Primary) Patient's history, physical exam and 
(COVID19) clinical work-up are consistent with Bells Palsy. Patient's symptoms of unilateral facial weakness 
with forehead involvement of relatively sudden onset are c/w peripheral seventh nerve palsy (lack 
of nasolabial folds, unfurrowing of the forehead and drooping corner of the mouth). Patient has not 
had recent rashes, arthralgias, or fevers or exposure to ticks. The ear canal, mouth and parotid 
gland are otherwise normal. The patient has been instructed to complete a 7 day course of oral 


steroids and anti-virals, and to use copious amounts of re-wetting eye drops, tape the affected 
eyelid while sleeping and follow up a primary care physician. The patient is to return to the ER 
immediately if symptoms progress or the patient becomes concerned for any reason. 


12/30/20, developed high fever (103), body aches, and ringing in the ear. These sx resolved after 

COVID19 48 hours. On 1/6/21, developed right-sided numbness and tingling on face. Felt heaviness in right 

BELL'S PALSY | VACCINE | 0942179-1 | eye. On 1/7/21, smile was uneven with right-sided droop and facial swelling on right. Presented to 
(COVID19) primary care physician. She was diagnosed with Bell's Palsy and started on treatment to include 


prednisone, acyclovir, cefuroxime all orally. She continues these medications currently. 


BELL'S PALSY vie GE 0942300-1 Bell?s palsy Trigeminal nerve tingling and numbness started about 4 hours after vaccine. Treated 
(COVID19) “| with prednisone and valtrex. Improved after three days on medication. 
COVID19 
BELL'S PALSY | VACCINE 0942480-1 R sided Bell palsy 
(COVID19) 
SOVIDIS d day aft ivi ine I was fairly sick. Then I was fine. 5 days aft ivi i 
BELL'S PALSY | VACCINE | 0943436-1 | S€CONd day after receiving vaccine I was fairly sick. Then I was fine. ays after receiving vaccine 
(COVID19) == | (yesterday 1/13/2021) I started developing Bell's palsy 
CaVIDI3 w ki hower d d i got di lled ife (She's a RN) b i didn't feel 
BELL'S PALSY |VACCINE | 0944451-1 as working on a shower door and i got dizzy, called my wife (She's a ) ecause i didn't fee 
(COVID19) —————-— | good. She came in and said it looked like i had a stroke. She called 911 and i was taken to ER 
COVIDIS R facial numb ith inability to full R t 1/13/21. Seen i Dx Bell' 
BELL'S PALSY | VACCINE | 0944835-1 acial numbness with inability to fully open R eye onse /13/21. Seen in urgent care, Dx Bell's 
(COVID19) —————~— | Palsy, treated with steroids. 
COVID19 
BELL'S PALSY | VACCINE | 0945307-1 | Bell?s palsy, treatment prednisone and acyclovir, outcome unknown 
(COVID19) 
COVID19 I suffered severe migraine to the point of severe pain unlike any migraine I have ever had, 
BELL'S PALSY | VACCINE | 0945466-1 | drooping of eye and pain in neck and blurry vision, Went to dr she said I have Bella palsy that 
(COVID19) could be due to vaccine 


COVID19 
BELL'S PALSY |VACCINE | 0946847-1 | Bell's Palsy left side 
(COVID19) 


Symptoms ae VAERS 1D Adverse Event Description 
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0947213-1 


0948032-1 


0950174-1 
0950524-1 


0952317-1 
0952594-1 
0953164-1 


0953254-1 


0953757-1 
0953842-1 
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0953895-1 
0954124-1 
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0954840-1 


0956005-1 


0956295-1 


morning of 01/13/2021 awakened with early Bell's Palsy on right side 


"Following second dose of COVID-19 vaccine, patient developed paresthesia/tingling of tongue and 
left side of face. On exam, she had left facial droop consistent with Bell's palsy. She was monitored 
for about an hour with no further progress, and some visible improvement. She had tremor of right 
hand. By next day, patient reported complete resolution of symptoms. Of note, patient has 
multiple sclerosis and will have similar symptoms when she has a flare. Jen Silvey spoke with 
patient on 1/6/2021 @ 2051: ""Her face - no droop to left side of her face and lips- back to 
normal. But her tongue is still tingling.""" 


Bell's Palsy 


Bells Plasy , iam not able to blink my left eye and also not able to close the mouth on left side. 
When speaking my mouth is going towards right 


Vaccination on 1/6/2021. Pt noticed pain behind her R ear on 1/11/2021. Pt then noticed right- 
sided facial weakness and asymmetry on 1/12/2021. Pt went to ED for evaluation. Pt diagnosed 
with Bell's Palsy and given Valacyclovir and prednisone to be taken orally for 7 days and referred to 
Neurology for ongoing care. 


Unilateral Bell s palsy 


Left sided Bells Palsy. 


[pfizer covid 19 vaccine] treatment under Emergency Use Authorization(EUA):pfizer covid 19 
vaccine administration 12/28/2020 0830 left deltoid. At 1200 (within 4 hrs) began experiencing L 
sided facial and Left foot numbness/tingling and left hand. At 1600- palpitations, chest tightness. 
1900-chills, myalgia, cold sensation of b/I feet. 12/20-+fatigue, SOB, left sided low back pain - 
severe 12/30-headache, left ear pain, left face pain/continued numbness tingling 12/31-mild facial 
weakness left forehead, left cheek/smile asymmetry. Reported to health care provider, began 
steroid for early onset bell's palsy. Today is 1/8/2021 continue to have paresthesia of my left face, 
left hand, left foot, headache, mild left facial weakness/altered sensation Use Authorization(EUA): 


Bells palsy; facial numbness and drooping on right hand side of face 


Bell's Palsy (mild left facial droop) 


Ear ache Bells Palsy, given steroids, prednisone 50mg oral tablet, 5 days 


Day 6 after COVID vaccine, woke up with right face swollen, felt strange, able to move all of face 
and tongue, strong extremities. Numbness increased, right eye swelling and mild drooping, slurred 
one word. Went to Urgent Care- then to Emergency room, MRI. Dx: Bells Palsy. 


Right side lip paralysis noticed on January 2. It has spread to my face and eye since then. Had 
knee surgery on December 30. 


Bell's palsy, diagnosed by patient's physician on January 16, 2021. 


Went to Urgent Care 01/17/2021. High blood pressure and sent to ER. R/O stoke. Gave 3 steroids 
and antiviral for 10 days. Was diagnosed with Bells Palsy. Has facial and facial drooping. Left eye 
will not blink and has to use omit to keep eye moist. 


On 1/17/2021 I woke up with my face drooping. I went to the ER and was diagnosed with Bells 
Palsy. 


"Moderna COVID-19 soreness noted at the injection site for approximately 2 days. On the 14th of 
January, developed external earpain and a left sided neck ache (""like i slept on it wrong"") used 
ice pack. On the 16th, Saturday morning, the left side of my face was numb, lips were numb and 
tingling, and inside of mouth was tingling. On the 17th, the symptoms had gotten worse and 
couldnt hold liquids in mouth due to lips drooping and loss of muscle control. went to ER that day 
and got diagnosed with bells palsy by Doctor. He prescribed a steroid and an antibiotic. on the 18th 
eye continues to droop, mouth drooping. on the 19th, eye not closing, mouth drooping toward left 
side, lips remain numb" 


A 91 Y.O FEMALE RECEIVED COVID-19 VACCINE ON 01/05/21 AT 11:30AM. FOUR DAYS AFTER 
THE VACCINATION ON 01/09/21 AT 3:15 PM, SHE CALLED HER DAUGHTER AND TOLD HER THAT 
HER MOUTH WAS NUMB, LEFT SIDE OF THE MOUTH WAS DROOPING, SO AS HER EYLID. AT 
ABOUT 5 PM THAT DAY, PATIENT ARRIVED IN TMH ER VIA AMBULANCE. ER DOCTOR RULED OUT 
HEART ATTACK OR STROKE. PATIENT WAS DIAGNOSED WITH BELL'S PALSY. WAS SENT BACK TO 
WESTMINSTER OAKS THAT DAY WITH CORTICOSTEROID AND EYE OINTMENT THAT WAS 
PRESCRIBED BY THE DOCTOR. (INFORMATIONS REPORTED TO ME BY THE DAUGHTER AND THE 
PATIENT HERSELF) AS OF 01/19/21, PATIENT IS STILL RECOVERING. SPOKE WITH THE PATIENT 
TODAY 01/19/21, PATIENT STATE SHE STILL HAS THE SIGNS AND SYMPTOMS OF THE BELLS 
PALSY, BUT SHE SAID SHE'S GETTING BETTER. SHE ALSO STATES THAT TODAY IS THE LAST DAY 
OF HER CORTICOSTEROID TREATMENT. 


Approximately 4 days after my second dose of Pfizer vaccine, I started noticing my left eye being 
swollen and constantly watering. 7 days post vaccine, I started having left sided facial weakness 
and droop. I was diagnosed with Bell's palsy by my Primary Care Physician today (8 days post 
vaccine). 


COVID19 
BELL'S PALSY | VACCINE | 0956429-1 | vaccine given 1/12/2021 by covid clinic team. bells palsy diagnosed on 1/18/2021. 


Adverse Event Description 


About 30 minutes after having the vaccine my face got tingly and I had a bad ear ache. It took 40 
minutes to get back to my work at which time my face on the right side was starting to swell and 
COVID19 look funny (drooping) I continued to have tingling and later noticed hives that were larger than 
BELL'S PALSY | VACCINE | 0956546-1 most hives I get. Only about 50-60 hives on my entire body but my numbness of my face was the 


(COVID19) “| entire right side starting by my lips moving to my cheek and eye area as well as on my head by 
the back of my ear. My ear ache came and went for the last week. Today only 1 ear ache. Facial 
swelling went down with in hours and my facial drooping was gone in 2 days. Numbness in face 
gone in 2 days as well. 


COVID19 " fees i . i oa aes 
BELL'S PALSY |VACCINE | 0956737-1 ee ee eee e and tingling, tingling in hands, hands 
(COVID19) ' patsy, pP g 
COVID19 
BELL'S PALSY |VACCINE 0957190-1 | Bell's palsy 
(COVID19) 
CoOvID19 Fever up to 102.8, large area left arm firm painful and warm, Bell's Palsy, body aches, terrible 
BELL'S PALSY |VACCINE 0957637-1 B ' g í 
(COVID19) headache X 3 days 


LEFT SIDED FACIAL PARALYSIS THAT BEGAN ON 1/18/2021 WHEN SHE WOKE UP. SHE WORKED 
COVID19 THAT DAY AND THE LEFT SIDED FACIAL PARALYSIS WAS PROMINANT. NO OTHER NEUROLOGICAL 
BELL'S PALSY | VACCINE | 0957871-1 SYMTOMS WERE PRESENT. SHE SAW A PROVIDER AFTER WORK AND WAS DIAGNOSED WITH 
(COVID19) ~ | BELLS PALSY AND TREATED WITH A PREDNISONE DOSE PAK. FOLLOW UP WITH HER THIS 


MORNING 1/19/2021 ABD THE SYMPTOMS ARE THE SAME, NO WORSE OR NO BETTER. THE FIRST 
DOSE OF THE MODERN VACCINE WAS ADMINSTERED ON 12/24/2020. 


COVID19 
BELL'S PALSY | VACCINE | 0958332-1 | Moderna Covid-19 vaccine EUA Bell's Palsy 
(COVID19) 


Patient received the vaccine on 1/8/21. On Saturday 1/9/21, she was feeling tired, headache, body 
aches and right eye and mouth started drooping. Patient was able to see Dr on 1/13/21, where she 
COVID19 was diagnosed with Bells Palsy. The doctor gave a Toradol shot for the headache and was 
BELL'S PALSY | VACCINE | 0958354-1 | prescribed Valacyclovir 1 gram and Prednisone 10 MG. Patient was feeling worse went to Urgent 
(COVID19) Care on 1/14/21, where they did blood work and checked for Covid and Flu. On Friday 1/15/21. 
she started vomitng and feeling more weak and went to ER, where they also did blood work and 


checked for Covid and the Flu. 


"EE statement ""I was given the COVID vaccine on Friday Jan 8th at around 12:30 pm. I starting 
tasting metal in my mouth about an hour after the vaccine was given. Saturday 1/9, I woke up at 
4am with left sided face numbness from my forehead to the middle of my neck. I also had a 
COVID19 o P eA 7 al sale site of Ss ban a crags au calla al ene 
; onday when I reported to the Emergency Room at. I had a scan completed and release 
oe ee ecru -— with negative results. I had a COVID test completed on Tuesday 1/12. I had an MRI on Wed 1/13 
with negative results. I seen my primary physician on Thursday 1/14 as a follow-up. I was 
informed that I had a reaction to the vaccine and that my symptoms would properly last for 2-3 


weeks, marked as Bells Palsy and put on prednisone. Today, I still have some left face numbness 
and my taste is coming back.""" 


COVID19 
BELL'S PALSY | VACCINE | 0959080-1 | Chills, fever, loss of appetite, Bell?s palsy , headaches 
(COVID19) 
COVID19 Bell?s Palsy left side face/ swelling in head/ brain Tele. Dr instructions antiviral if continues and 
BELL'S PALSY |VACCINE 0959230-1 visit in-person , 
(COVID19) p 
COVID19 Day 1-3: had headache, generalized itching and swelling of the right side of the face and eyelid. 
BELL'S PALSY | VACCINE | 0959491-1 | Took Tylenol Day 6: diagnosed with Bells Palsy by PCP 1/8: went to doctors for evaluation by PCP 
(COVID19) of symptoms currently patient still experiencing swelling of the right side of face and slight itching 
COVID19 
BELL'S PALSY | VACCINE 0959597-1 | Bell's palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 0959807-1 | Bellspalsy diagnosed in the ED 01/12/2021 
(COVID19) 


COVID19 starting morning on 1/21/2021 had symptoms consistent with Bell's Palsy on the right side of my 
BELL'S PALSY |VACCINE | 0961507-1 | face. spoke with my PCP and described the symptoms. was started on prednisone and valtrex, 
(COVID19) advised to keep my right eye lubricated to avoid corneal ulceration. 


Injection @ 2:47 p.m. on 1/15/21. 1/15/21 around 8 p.m. Bottom lip was swollen. Staff noticed. 
1/16/21 @ 8:15 a.m. staff viewed swollen lip. Patient reported no pain. 1/18/21 @ approximately 
3:00 p.m. - Left eye watering, drooping and visibly swollen. Home health nurse called Dr. No pain 
COVID19 reported. Blood sugar 128 and normal. Patient went to ER to be seen as face drooping was worse. 
BELL'S PALSY | VACCINE | 0962437-1 | ER @ 4:45 p.m. on 1/18/21 - Dr. evaluated and believes he has Bells Palsey. Ordered head CT & 
(COVID19) labs to verify. Head CT normal ruling out stroke & labs normal. Correlates 60 mg of prednisone 
daily for one week and 1,00 mg TID Valacyclovir for one week and artificial tears four times daily 


and cloth tape at night to hold eye lid shut. First doses given in ER at 7:20 p.m. on 1/18/21. 
1/21/21 - continue to tape eye at night, all symptoms remain. 


COVID19 Pfizer-BioNTech COVID- 19 Vaccine EUA Received communication that patient experienced a Bell's 
BELL'S PALSY | VACCINE | 0962514-1 | Palsy symptoms on 1/16/2021. Patient received vaccine dose #1 on December 18, 2020 and dose 
(COVID19) #2 on January 8, 2021. 


After I took I vaccine I only had the sore arm at injection site for 2 days. One 01/17/2021 at lunch 
while drinking water, I noticed water dripping out the right side of my face (mouth). The next day 
COVID19 morning my doctor I work from found that right side weakness. The referred me to my primary 


BELL'S PALSY | VACCINE care doctor, and she did a video visit with me and was diagnosed with Bell's Palsy, I seen her at 
(COVID19) 01/18/2021 at 1:50 PM. She prescribed prednisone 60 mg and once a day and Acyclovir 800 mg 
taking 5 times a day q4hr for 7-10 days. As of today I have not recovered, it is not getting worse 
but not getting better. 


COVID19 
BELL'S PALSY |VACCINE | 0962812-1 | Bells Palsy 
(COVID19) 


Symptoms ‘Vaccine | yaers 10 | Adverse Event Description 
ype 
COVID19 
BELL'S PALSY | VACCINE | 0962861-1 | Bells Palsy diagnosed by ER 1-15-2021. treated with Prednisone and Acyclovir. 
(COVID19) 


I went into work on 01/11/2021, received my first dose of Pfizer I came home after and around 
the noon hours of 1-2 p.m started having metal like taste in my mouth On 1/12/2021 I started 
COVID19 having an extreme ear pain around 4 p.m which progressed into 1/13/2021, furthering resulting in 
BELL'S PALSY | VACCINE | 0963469-1 | headache. On 1/14/2021 the ear pain continued with numbness and tingling on the left side of my 
(COVID19) face. I woke up on the morning of 1/15/2021 and the tingling sensations were very strong, the left 
side of my eye became very weak and I lost all control of the left side of my facial muscles. My left 
eye lid could not blink at a normal rate, my smile started to become slanted 
COVID19 Tingling in L side of face began within 30 min. Ultimately dx with Bells palsy after smile went 
BELL'S PALSY | VACCINE | 0963639-1 | crooked and cont'd numbness/tingling L side of face, L ear and dull pain behind L ear. Hoarse voice 
(COVID19) set in roughly 24 hours later and still active. Began prednisone 3 tabs daily Monday 1/18 
BELL'S PALSY pete 0964077-1 On 1/16/21 I felt numbness on my left face and abnormality in taste. Went to Kaiser Downey 
(COVID19) ——-— | Urgent care. Diagnosed with Bell's palsy. Covid test done with negative result. 
COVID19 
BELL'S PALSY | VACCINE 0964127-1 | Bell's palsy - left 
pasonsr (COVID19) stara | 


5 days post injection noticed heaviness of her left jaw, quivering of her left jaw, discomfort and 
pain around her left ear (in front of her ear) and droopiness of the face in general with difficulties 
closing left eyelid. The symptoms were familiar to her from her previous attacks. She denies 
double vision, swallowing difficulties, confusion, or focal weakness otherwise. She denies lesions 
involving vesicles or herpetic lesions (she sometimes has a cold sore on the other side of the 

COVID19 oe 

BELL'S PALSY |VACCINE | 0964184-1 mouth but not now) The patient visited the emergency room on 15 January 2021 and was 

(COVID19) “| diagnosed with recurrent Bell's palsy, givena pulse steroid treatment for 5 days which she 
completed yesterday. The patient reports no significant alleviation of the symptoms which are 
persisting more than a week now. A similar pattern occurred in her previous attack years ago. Her 
main discomfort is that of pain in general discomfort on the left side of the face, triggered by 


brushing her teeth and other activities There has been no recent brain imaging The patient did not 
develop chills, fever, or other viral-like syndrome after the injection 


30 minutes after first dose I felt hot/nauseous which lasted a few minutes and went away. The 
COVID19 next day had neck pain, nasal congestion, and runny nose. On 1/5/2021 I still had the same 
i symptoms and throat felt like it was swelling and my ears started to hurt. 1/6/2021, had diarrhea. 
BELL'S PALSY |VACCINE 0964244-1 S : . 
a a covibisi ~~ | 1/8/2021 was short of breath w/ heart palpitations. 1/11/2021, face swelling on left side, 
continued having aforementioned symptoms. Eyes started burning and were itchy/dry and 


watering. 1/15/2021, saw provider and was diagnosed w/ bells palsy and started on steroids 


26 y/o woman w/ no sig pmhx, c/o left sided facial numbness/tingling s/o covid vaccine. Pt states 
COVID19 she received her vaccine at 3pm, approx 1-2 hrs later started to notice left sided lip numbness that 
BELL'S PALSY | VACCINE | 0964487-1 radiated to her left ear and left side of head. No difficulty speaking, no facial heaviness, no 
(COVID19) ~~ | changes in vision or hearing. No n/v, no fevers. No previous similar episodes. ED states low 
suspicion for any stroke, states may be an early bell's palsy vs a pre-rash zoster. Unlikely to be 


reaction to vaccine. Some slight improvement during ED stay. 


COVID19 
BELL'S PALSY |VACCINE | 0965104-1 | Slurred Speech Bels Palsy 
(COVID19) 


Bell's Palsy (left-sided) - diagnosed on 1/14/2021. Onset of symptoms on 1/11/2021 with altered 
taste, earache. Progressed to left facial muscle weakness on 1/13/2021. Visited urgent care on 
COVID19 1/14/2021 where diagnosis was made. Received Prednisone 50mg for 5 days, Valacyclovir 1g TID 
BELL'S PALSY | VACCINE | 0965908-1 | for 7 days. Earache resolved. Facial weakness continued to worsen from 1/14 - 1/18 despite 
(COVID19) steroid treatment reaching minimal movement of left facial muscles, able to close left eye with 
difficulty. Left sided loss of taste still present. At follow-up appointment on 1/21/2021 with PCP, 


patient was prescribed additional steroid taper for 7 days. 


COVID19 
BELL'S PALSY | VACCINE | 0965992-1 | Bell's palsy. on prednisone 60 mg daily. improving 
(COVID19) 


Within the hour of having the injection , I was having a numbness sensation in my right eye and 
COVID19 cheek area. Seen in the walk in clinic dx with Bells Palsy, seen in the ER, confirmed Bells palsy. 
' Started prednisone. Symptoms within 3-4 days at 90%. Continued prednisone. Nausea, headache, 
BELL'S PALSY | VACCINE 0966617-1 : : . 
(COVID19) ~~ | aches on 1/4-1/6 felt better until 1/20- just had extreme back aches , 1/20 eye felt numb again, 
muscle movement remained the same. headache, body aches, pins and needles in 3 middle toes 


on the right side. 


COVID19 On 12/28 I had paralysis of the left side of my face and was diagnosed with Bell's Palsy. It took 
BELL'S PALSY | VACCINE | 0966653-1 | about 2 1/2 weeks for it resolve. The top of my face is at 100 percent while the bottom half is at 

(COVID19) 90 percent. 

COVIDIS Left side of face started drooping on Thursday afternoon. Was diagnosed with Bells Palsy on 
BELL'S PALSY |VACCINE 0968062-1 ; 2 

(COVID19) Thursday evening. 


COVID19 Day after injection she has ear pain and tongue numbness. The following day she developed a 
BELL'S PALSY |VACCINE | 0968213-1 | small stye under right eye. Then the following day she had face pain and paralysis and delayed 
(COVID19) blinking. And then the 4th day she went to the doctor and was diagnosed with Bell's Palsy. 


Bells Palsy diagnosed after 8 days from start of symptoms. Initially, I went to ED for left sided 
COVID19 facial numbness and weakness, along with left sided headache and upper/lower parasthesias. They 
BELL'S PALSY | VACCINE | 0968486-1 half treated me with 1L Sodium Chloride bolus, Compazine IV and IV Toradol for a migraine. This 
(COVID19) ~~ ~ E took 4 hours. It was my PCP who I saw 8 days later that started me on Imitrex for the migraine 
and a 13 day treatment of tapered Prednisone, along with 10 days of 5x a day acyclovir. I am 
currently on day 4 of this treatment. 


COVID19 eae . 
BELL'S PALSY | VACCINE | 0968902-1 Bells Pallsey event Left arm, face, tongue numbness and tingling, slurred speech, no left facial 
(COVID19) —————— | movement Last approximately 1hr 1/2 then full function returned 


Symptoms a VAERS 1D Adverse Event Description 


right eye twitched and fluttered for 3 days and then on day 3 right jaw and part of right eye 
COVID19 started going numb, even causing a little speech stuttering; later on day 3 right arm and shoulder 
BELL'S PALSY | VACCINE | 0969063-1 | also went numb and was painful. went to ER because doctor on demand instructed to. due to 
(COVID19) possibility of a stroke; ER dr ruled out stroke and diagnosed bells palsy; signs/symptoms 


completely resolved next day 


COVID19 Pfizer-BioNTech COVID-19 Vaccine EUA Symptom onset was 2 weeks after second vaccine. Initially 
BELL'S PALSY | VACCINE | 0969157-1 started with 48 hours of neck pain on the left side which then progressed to left sided facial 
(COVID19) ~~ | drooping, inability to taste on front of tongue, decreased tear production in the left eye. Consistent 


with Bells Palsy. Started course of methylprednisolone today. No improvement yet. 


COVID19 
BELL'S PALSY | VACCINE | 0969818-1 | Bells Palsy on right side. 
(COVID19) 


Dose 1 received 12/23/20 - had mild symptoms of fatigue and headache on 12/24/20. Dose 2 
received 1/14/21. Initial symptoms of mild/dull dental pain started on 1/19/20. on 1/21/21 and 
COVID19 1/22/21 started getting EXTREME right-sided oral/facial nerve pain/spasms that migrated to head 
BELL'S PALSY | VACCINE | 0970323-1 | that occurred intermittently every 30-60 min and lasted 2-5 min at a time in the evening. Saw 
(COVID19) ~~~ | dentist on 1/22/21 to check for issues with teeth, no dental issues were found on exam and on 
xray. Symptoms similar to trigeminal neuralgia/ bells palsy. Called Teledoc on 1/22 who suspected 
bell's palsy and prescribed prednisone 50 mg po qday x 5. Nerve pain attacks went always after 
first dose of prednisone. Currently still left with mild dull right-sided pain. 
COVID19 r . . . a ; . 
BELL'S PALSY |VACCINE | 0970504-1 Bell?s palsy in left side of face Pain and tightness from under injection site to forehead Burning 
(COVID19) —————_ | pain in left nostril when breathing in that travels up into left eye to left eyebrow 
COVID19 
BELL'S PALSY | VACCINE | 0971710-1 | Bell's Palsy, right side facial droop, facial tingling, and feeling of facial fullness on 1/25/21. 
(COVID19) 
COVID19 Pateint developed right sided facial paralysis on saturday, with weakness of the right cheek and 
BELL'S PALSY | VACCINE | 0971742-1 | drooling. Seen at the Doctor's office today and diagnosed with Bell's palsy; started treatment with 
(COVID19) Prednisone and Valacyclovir. Patient will follow up in 1 week or earlier if needed. 
COVID19 Patient states she woke up @ 7:am on 1/22/2021 with right sided facial weakness and 
BELL'S PALSY | VACCINE | 0971881-1 | paresthesia. she went to the Emergency Room and was evaluated and discharged with a diagnosis 
(COVID19) of Bell's Palsy. 
BELL'S PALSY ae 0972042-1 1/19/21: Bell's palsy-moderate, left facial muscle paralysis especially of the smile and upper 
(COVID19) “~~ | Cheek. Started prednisone 60mg po q7days on 1/20/21 and Valtrex ig tid. 
COVID19 
BELL'S PALSY |VACCINE | 0972127-1 | Bells Palsy diagnosed by PCP on 1/12/21 
(COVID19) 
COVID19 Patient woke up on the morning of 1/21/21 with left facial numbness and loss of muscle tone of 
BELL'S PALSY | VACCINE | 0972282-1 left face. She presented to her doctor who diagnosed Bell's Palsy. She has been treated with 
(COVID19) ~~ | prednisone and acyclovir. she is awaiting a head CT-scan. Symptoms have stabilized and perhaps 


slightly improved. 


COVID19 
BELL'S PALSY | VACCINE | 0972393-1 | Patient was diagnosed with Bell's Palsy 
(COVID19) 


Received the first COVID shot on 1-17-21 and began to feel pain in the back of my neck on the 

COVID19 right side in the afternoon of 1-19-21. On 1-20-21 I lost part of my taste and neck started to 

BELL'S PALSY |VACCINE | 0972700-1 | cause headaches. On 1-21-21 symptoms continued to get worse. On 1-22-21 I began to lose 
(COVID19) control of the right side of my face. Face began to droop and eye was unable to close. I went to 


the ER on the evening of 1-22-21 and was diagnosed with Bell's Palsy. 


COVID19 
BELL'S PALSY | VACCINE | 0972918-1 | Received covid vaccine on December 30th. Developed Bells Palsy. 

(COVID19) 

CoOvID19 Bell's Palsy on the left side of face. Including the left eye and mouth on the left side. Pain behind 
BELL'S PALSY |VACCINE 0974012-1 : " 

(COVID19) ~~~ | the left ear. 


12/29: severe joint pain which prevented me from working (used OTC ibuprofen for symptom 
management), moderate sore arm, mild headache, mild nausea 12/30: severe facial nerve pain in 
COVID19 right cheek onset in evening when I laid down in bed followed by a pins and needles tingling 
BELL'S PALSY |VACCINE | 0974225-1 | feeling. Went to clinic in morning of 12/31 due to lingering facial paresthesia. Was tentatively 
(COVID19) diagnosed with a mild/incomplete Bell's Palsy or a trigeminal neuralgia. Important to note that I 
did NOT have facial weakness or drooping. Was advised to not get the 2nd dose of vaccine. Did not 


receive any prescription medications. Facial paresthesia resolved within two days. 


COVID19 Within 10 minutes horrible headache and tasted metallic taste. In an hour my face and tongue was 
BELL'S PALSY | VACCINE | 0975307-1 numb. The headache got more and more extreme The next morning people at work noticed I was 
(COVID19) ~~ | slurring my words. Felt like crap full body aches and extremely tired. Went to the hospital and it 
was determined I have bells palsy. Still have headache and facial paralysis 


COVID19 january 13 around the evening, i felt my left side of my face droopy, eye twitching, nerve pulling, 
BELL'S PALSY | VACCINE | 0975356-1 | numb and not moving at all. i went to urgent care and then i was sent to the hospital. i was 
(COVID19) diagnosed with bells palsy and was given treatment. 


COVID19 
BELL'S PALSY | VACCINE | 0975379-1 | mild bells palsy symptoms effecting right side face 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


"40 minutes after my injection (as I drove home) on Friday, I began to feel tingling and numbness 
in my left hand and weakness in my left arm. Within an hour after my injection , I began to feel 
tingling and numbness on the left side of my face beginning with my jaw and chin area. Over the 
following hour, the tingling and numbness spread to my lips, nose, eyelid, eyebrow, and the entire 
left side of my face and head. Around this time, my husband and son came downstairs to check on 
me noticed a change in my face and asked me ""What's wrong with your lip? It's like a different 
color or something different on one (left) side."" Approximately 2 hours and 30 minutes after the 
injection, the left side of my mouth and tongue were tingling and went numb. The left side of my 
face was noticeably weaker than my right and it became difficult to control my left eyelid and lips. 
My injection site became extremely tender as the evening wore on and I took two tylenol before 
COVID19 going to bed to help with the pain. By the next morning on Saturday, the tingling had stopped, and 
ELL'S PALSY | VACCINE | 0975981-1 | MY mouth/tongue were no longer numb, however weakness and occasional numbness persisted on 
(COVID19) ~~~ | the left side of my face, most especially my jawline and chin area. I noticed my left eye felt dry, so 
I began using eye drops occasionally. My injection site remained extremely painful throughout the 
day and I took tylenol and ibuprofen periodically to help with the discomfort and to allow me to 
sleep. By Saturday evening, no outward signs remained of my facial weakness on the left side, 
although I could still ""feel"" the difference. By Sunday morning, the numbness was only sporadic 
around my jawline and chin and I realized that when taking tylenol or ibuprofen, it seemed to 
improve sensation in my face. My injection site discomfort abated as Sunday wore on, but a slight 
weakness on the left side of my face persisted, noticeable only to myself. The weakness has 


persisted through today (Tuesday evening), however, it does seem slightly improved each day and 


it is mild. I am able to work and function normally. I believe that I experienced a mild episode of 
Bell's Palsy following my Moderna vaccine, something that I have experienced (much more 
severely) once before <5 years ago after contracting a strain of antibiotic-resistant strep throat." 


B 
COVID19 

BELL'S PALSY |VACCINE | 0976021-1 | Development of mild right sided Bell's Palsy 16 days after second Pfizer COVID vaccination 
(COVID19) 

B 


Reporter received second COVID-19 vaccine on Wednesday 1/19 with no immediate side effects. 
On Friday, 1/22, reporter began experiencing issues blinking. Saturday morning, 1/23, side effects 
COVID19 expanded to her mouth. She called a 24/7 health hotline and was diagnosed with Bell's Palsy. She 
ELL'S PALSY | VACCINE | 0977227-1 | began prednisone Saturday afternoon (1/23). Symptoms persist, but do not seem to be 
(COVID19) progressing. Has been to her PCP who confirmed initial diagnosis and will schedule appt with 
endocrinologist to address change in blood sugars with prednisone. Received the vaccine in her 


right arm, which is the same side of her face affected. 


COVID19 
BELL'S PALSY | VACCINE | 0977523-1 | Bell's Palsy onset 4 days after vaccination, right sided acute facial paralysis 
(COVID19) 
COVIDIÐ Inmate di d with Bells palsy. Right sided facial d inability to close right letel 
BELL'S PALSY | VACCINE | 0978034-1 nmate diagnosed wi ells palsy. Right sided facial droop, inability to close right eye completely, 
(COVID19) = | paralysis of right cheek. 


COVID19 Patient received Pfizer BioNTech on 12-23-20 & 1-13-21. She woke upon 1-21-21 with Left side 
ELL'S PALSY | VACCINE | 0978187-1 | Bell's palsy, She did go to the ER and report attached. She also reported a tennis ball size swollen 
(COVID19) lymph node in R underarm (armpit) on 1-14-21 for a day or two. very tender to touch. 


B 
L Bell's palsy started 15 days after Moderna vaccine. Since she was already on Prednisone 50 mg 
daily (day #4) for her L rotator cuff injury, she went to urgent care, and was advised to increase it 
COVID19 to 60 mg daily x 5 days (started on 01/23/2021, until 01/27/2021), then 20 mg daily x 5 days 
BELL'S PALSY |VACCINE | 0979056-1 | (from 01/28/2021-02/01/2021). Seen by reporter (neurologist) on 01/27/2021. Has mild 
(COVID19) symptoms of Bell's palsy, with improvement based on her report. Still not aCle to raise L eyebrow, 
but now has good eye closure, and still with flat L nasolabial fold. No ear pain, fever, ear 


tenderness, change in taste. 


When I was eating chips I wanted to lick my fingers and my mouth felt funny. I looked in the 
mirror and my face looked fine. The following day I noticed half of my face was paralyzed and I 
COVID19 went to urgent care. The Dr. diagnosed me with Bells Palsy and put me on antibiotics for 10days. I 
BELL'S PALSY | VACCINE | 0979237-1 | asked for more because it wasn't healing, but hey didn't me anymore. Maybe a week after I did a 
(COVID19) phone visit and asked If I should get more medicine and they said no. Maybe a week ago from 
today 1/27/21 I seen my PCP and she contacted the Neurology department at medical center 
B 


regarding my situation. After about 3 weeks of having this im about 90% better. 


COVID19 
ELL'S PALSY | VACCINE 0979262-1 Bell's Palsy 
(COVID19) 
COVID19 Received the vaccine on 1/19/21 On 1/24/21, noted fasciculations around mouth unable to smile 
BELL'S PALSY | VACCINE | 0979369-1 | on one side she did take video of the episode symptom lasted approximately 4 minutes and 
(COVID19) resolved she felt that this was a brief episode of Bells Palsy 
B 


COVID19 
ELL'S PALSY | VACCINE | 0979376-1 | Bell's Palsy 
(COVID19) 


I had no immediate symptoms other than slight redness and muscular pain at injection site for a 
couple days, which was tolerable. 8 days after my vaccine (1/14/21) I noticed tightness in my right 
cheek and my tongue feeling a little numb or burnt in the evening while relaxing watching tv. The 
COVID19 next morning (1/15/21) when I woke up, the right side of my face was drooping. It was mild at the 
BELL'S PALSY | VACCINE | 0979467-1 time, but I was worried I was having a stroke, called my doctor and she felt comfortable having me 
(COVID19) ~~ | come for an office appointment. At my appointment, she diagnosed me with Bell's palsy and did 3 
blood tests and had me get a head CT. Results for all were unremarkable. I am 14 days out from 
when symptoms started and still dealing with Bell's palsy. I did start a round of oral steroids on 
B 


1/19/21 and will finish those in the next 3 days. I did not start any antivirals or any other 
treatments. 


COVID19 iie ; a 
ELL'S PALSY | VACCINE | 0979586-1 eels Ons kena nats after shot. Mild first day, went to ER 2nd day with stroke-like symptoms. 
(COVID19) ’ 
COVID19 pt stated that he had bells palsy symptoms the day after he received the vaccine. Unable to smile 
BELL'S PALSY |VACCINE | 0979828-1 | with left side of face, slight eye droop. Symptoms resolved in 24 hours. He received 2nd dose 
(COVID19) 1/27/21 as he did not state he had a reaction when asked prior to receiving the dose. 


COVID19 
BELL'S PALSY | VACCINE | 0980244-1 | The patient presented with L side Bell's Palsy 


Symptoms Adverse Event Description 


Type 


COVID19 
BELL'S PALSY |VACCINE | 0981205-1 | bells palsy left 
(COVID19) 


COVID19 Unable to blink left eye. Unable to smile with left side of mouth. Both appeared by the next 
BELL'S PALSY |VACCINE | 0981399-1 | morning. I noticed it around 10:00am. Left leg heavy cramp the night of around 5:30. It went 


(COVID19) away when I stretched it and did not return. 


COVID19 
BELL'S PALSY | VACCINE | 0981431-1 | Bells Palsy left face. left facial numbness and partial paralysis 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 0981959-1 | Site: Bruising at Injection Site-Mild, Systemic: Other- Bells Palsy-Medium 
(COVID19) 


COVID19 Received vaccine on 1/9/21. On 1/16/21 started with drooping to eyelid. On 1/21/21 experienced 
F Y |VACCINE | 0982467-1 vertigo. She was evaluated by her primary care doctor for those symptoms and was diagnosed 
PELES PALS CONDITE 0982467-1 with Bells Palsy at that time, and with vertigo. Her PMD recommended she not go forth with the 
2nd dose of the vaccine. 


COVID19 
BELL'S PALSY | VACCINE | 0983136-1 | 2 weeks out developed Bells palsy 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE | 0983254-1 | Bells Palsy one day following 2nd COVID vaccine dose from Moderna 
(COVID19) 


COVID19 DROOPING ON RIGHT SIDE OF FACE, EYE LID, RIGHT CHECK, RIGHT SIDE OF MOUTH, HEADACHE 
BELL'S PALSY |VACCINE | 0983348-1 | N SOME RIGHT EAR DISCOMFORT, EYE IRRITATION. CAT SCAN DONE AND ALL SHOWED OK AND 


(COVID19) THE FINAL OUTCOME ITS BELLS PALSY 


COVID19 
BELL'S PALSY | VACCINE | 0983356-1 | Bells Palsy. Onset approx 8 hr post vaccination 
(COVID19) 


37yo female received first COVID vaccine It arm on 1/15/21. She denies any immediate adverse 
reactions. Day 6 (1/22) she c/o right ear pain. 1/23 continued ear pain with nasal congestion 1/24 
COVID19 symptoms continue with difficulty chewing about 1100am. 1700 c/o tongue -upper lip swelling and 
0983592-1 


BELL'S PALSY | VACCINE rt facial droop, forehead-eyebrow paralysis - to ER where diagnosed with Bells Palsy. ER provider 

(COVID19) dx viral like illness and bells palsy attributed to viral prodrome. Given tapering dose prednisone, 
Sudafed for congestion/ear fullness and ophthalmic eye drops. Seen by HCP 1/27 and again 1/28 
with improvement of symptoms but facial droop continues. Pt states is better. Prescribed Valtrax 
Additional information for Item 18: Medical center notified of case and monitoring. 


COVID19 Vaccine given 01/17 R-sided neck pain 01/19 Decreased taste, tongue numbness right sided 01/20 
BELL'S PALSY | VACCINE | 0983820-1 Lip and facial numbness right sided 01/21 Droopy right eye and face 01/22 ED on 01/22, given 7 
(COVID19) ~~ | day course of prednisone and valtrex Ongoing right sided facial droop, right sided eyelid droop. 
Unable to close right eye fully. Eye dryness. Diagnosed with Bell's Palsy in ED, confirmed in clinic 


COVID19 Sudden onset right sided Bell's Palsy with tinnitus upon awakening in the morning. Proceeded to 
BELL'S PALSY |VACCINE | 0983843-1 | see PCP in the afternoon where I was prescribed Prednisone 60mg/day x 7 days and Valacyclovir 


(COVID19) 500mg BID x 7 days. 


I had the right side of my face not moving correctly. Afraid I was about to have a stroke, (similar 
COVID19 symptoms), I was taken by EMS to the ER at Hospital. They diagnosed it NOT to be a stroke, or 
BELL'S PALSY | VACCINE | 0984029-1 TIA, but rather Bells Palsy. I was given three medications : 1. valACYclovir 1,000 MG TAB. TAKE 


(COVID19) ONE TABLETBY MOUTH EVERY 8 HOURS (FOR SEVEN DAYS). 2. predniSONE (DELTASONE EQ) 50 
MG TAB. TAKE ONE TABLET BY MOUTH EVERY DAY FOR SEVEN DAYS. 3. ERYTHROMYCIN 
(ILOTYCIN) 5 MG/GM OPTH OINT. APPLY TO RIGHT EYE AT BEDTIME. 


Bell's palsy; A spontaneous report was received from a site concerning a patient, who received 

Moderna's COVID-19 vaccine (mRNA-1273) and was diagnosed with Bell's Palsy. The patient's 

medical history was not provided. No relevant concomitant medications were reported. On 31 Dec 

2020, approximately 7 days prior to the onset of the event, the patient received their first of two 

planned doses of mRNA-1273 intramuscularly for prophylaxis of COVID-19 infection. On 07 Jan 
0984392-1 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


2021, the patient was diagnosed with Bell's Palsy. No treatment information was provided. Action 
taken with mRNA-1273 in response to the event was not reported. The outcome of the event, 
Bell's Palsy, was not reported.; Reporter's Comments: This case concerns a patient who received 
their first of two planned doses of mRNA-1273 (Lot unknown), and who experienced the serious 
unlisted event of Bell's palsy. Very limited information regarding this event has been provided at 
this time. Based on the current available information and temporal association between the use of 
the product and the onset of event, a causal relationship cannot be excluded and the events are 
considered possibly related to the vaccine. 


COVID19 
BELL'S PALSY | VACCINE | 0984762-1 | Bell Palsy 
(COVID19) 


Started on 1/16/21, noticed droopiness and slurring on the left side of her mouth, and the eyelid 
did not want to shut properly, could not raise the eyebrow on that side. Stayed that way until 
COVID19 yesterday, 1/28/21, was able to raise the left eyebrow and her lip was starting to normalize, but 
0985751-1 


BELL'S PALSY | VACCINE still having some droopiness from it. Called her provider and looked it up on the internet, and was 

(COVID19) told she had Bell's Palsy. Told her to keep an eye on it, and if anything else happened to go into the 
hospital to see if it was a stroke. It did not affect her limbs or have any other stroke symptoms, 
just the left side of her face. 


COVID19 

BELL'S PALSY |VACCINE | 0985926-1 | Bell's Palsy 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 0986310-1 | Left sided Bell's palsy. 
(COVID19) 


Symptoms ae VAERS 1D Adverse Event Description 


"received her COVID-19 Vaccine #2 on 1/27/2021 at approximately 2:45pm. At 2:53pm she 
complained of headache and dizziness. She denied SOB or difficulty breathing. Her blood pressures 
were 150/84 at 2:53pm, 130/78 at 2:57pm, 146/92 at 3:05pm and 154/96 at 3:15pm. AT 3:15pm 
patient continued to c/o HA and dizziness. She also said, ""It's hard to move my lips."" I noted 
COVID19 n a heen Lael ad fae as Po a se a tara aera She 
' was taken to the at 3:20pm via wheelchair for evaluation. I was able to talk to patient a 

BELLS rater jeoune oe 4:25pm on 1/27/2021 as she was leaving the ER. She said that she had a CT Scan done that was 
normal and that the ER doctor had diagnosed her with Bell's Palsy. I spoke to on 1/29/2021. She 
said that on 1/28/2021 she had chills, body aches, nausea and a headache. She also complained of 
pain to her left arm where she received the vaccine. She told me ""I feel 90 times better than 


yesterday."" She reported that her face was back to normal and that the ER physician had 
instructed her to f/u with her PCP in 5-7 days." 


COVID19 
BELL'S PALSY |VACCINE | 0986655-1 | bell's palsy, unknown onset time 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 0986938-1 | Stabbing pain in left ear, facial and eye weakness, new onset Bell's Palsy 
(COVID19) 


COVID19 Bells Palsy was diagnosed at hospital at the ED was prescribed steroid, antiviral, and pain 
BELL'S PALSY | VACCINE | 0987226-1 medication for up to 10 days and it has only been 5 days since then. The only improvement seen is 
(COVID19) ~~ | that the head pain in the back of the ear has gone but the right side of the face being droopy is 
still the same. 
COVID19 ; : : : : 
BELL'S PALSY | VACCINE | 0987237-1 Reports who had COVID vaccine shot on 1/4/2021 and notice same day right sided facial 
(COVID19) = | weakness. She went to ER and diagnoses Bell's Palsy. 
COVID19 
BELL'S PALSY |VACCINE | 0987250-1 | Bell?s Palsy. Diagnosed 13 days post Moderna vaccine injection #1. 
(COVID19) 
COVID19 I can?t be certain of the exact date but for at least 2 weeks I?ve had recurring symptoms of Bell?s 
BELL'S PALSY |VACCINE | 0987447-1 Palsey which I had January 19, 2019. I feel weakness in the right side of my face and my right eye 
(COVID19) “~~ | is oozing. I notice my speech is a bit slurred because of lack of full control of my mouth. Nothing is 
drooping just the nerves. I had not thought about it may being an adverse affect until today. 
COVID19 
BELL'S PALSY | VACCINE 0987638-1 Bell's palsy to L side, sx began 1/27 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 0987758-1 | Bells Palsy It side of face , Week after injection 
(COVID19) 
SOVIDI9 Bells Palsy Si d Symptoms Right Side for the last 72 h ith in and eye twitch 
BELL'S PALSY | VACCINE | 0988822-1 ells Palsy Signs and Symptoms Right Side for the las ours with ear pain and eye twitches. 
(COVID19) =A | noticeable onset this morning 1/30 with right eye right and upper lip involvement. 
COVID19 
BELL'S PALSY | VACCINE | 0989126-1 | Developed Bell?s Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 0989859-1 | BELL'S PALSY RIGHT SIDE OF FACE 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE | 0990028-1 | Bilateral facial nerve palsy started on 1/24/2021, left side worse than right. 
(COVID19) 


Bell's palsy stage 4/partial face paralysis; A spontaneous report was received from a female 
consumer who received Moderna's COVID-19 vaccine and diagnosed with Bell's palsy stage 4. The 
patient's medical history was not provided. No relevant concomitant medications were reported. 
On 23 Dec 2020 prior to the onset of the events, the patient received their first of two planned 
doses of MRNA-1273 intramuscularly for prophylaxis of COVID-19 infection. On 25 Dec 2020, after 
receiving the vaccine the patient was diagnosed with stage 4 Bell's palsy. She has a partial face 

COVID19 paralysis. Treatment for the event was not provided. Action taken with the mMRNA-1273 in response 

BELL'S PALSY | VACCINE | 0990357-1 | to the event was not reported. The outcome for the event was Not recovered/Not resolved.; 

(COVID19) Reporter's Comments: This case concerns a female patient of unknown age. The medical history is 
not provided. The patient experienced a medically significant and unexpected event of Facial 
paralysis approximately two days after receiving their first of two planned doses of MRNA-1273 
(Lot unknown). Very limited information regarding this event has been provided at this time. 


However, based on the current available information and temporal association between the use of 
the product and the onset of the event, a causal relationship cannot be excluded and the event is 
considered possibly related to the vaccine. 


COVID19 i : . ae ; 
BELL'S PALSY | VACCINE | 0990767-1 bse pi aetna ceed Palsy, facial paralysis, severe headache, blurry vision, mouth twitch and 
(COVID19) parn 
Patient reported facial paralysis on one side two days after her Moderna covid19 vaccine. Her 
cael school nurse (she works at a local school) confirmed that it looked like Bell's Palsy. We and the 
BELL'S PALSY | VACCINE 0991202-1 f : y. . 
(COVID19) ~~ ~~ | nurse recommended that she go to the emergency but she wanted to wait until the next morning 
to see her physician. 


COVID19 ; : i . : 
BELL'S PALSY | VACCINE | 0991230-1 Patient reported to ED 24 Jan 2021 with Bell s Palsy symptoms on right side of face 23 Jan 2021. 
(COVID19) => | Patient given eye drops, steroids and antivirals. 


Went to my doctor thinking it was a very very bad sinus infection. My doctor didn't think it was 
COVID19 with the way my headaches were. It hurt on the back right and above the right ear. It hurt to 
BELL'S PALSY |VACCINE | 0991722-1 | touch. My tongue is not functjioning now. I had to get a MRI because they thought it could of been 
(COVID19) a mini stroke. MRI came back negative the doctors told me Bell Palsy. They advise me not to get 


my second dose on 2/3/21. 


COVID19 
BELL'S PALSY | VACCINE | 0991976-1 | right facial weakness clinically consistent with Bell's Palsy 
(COVID19) 


Symptoms ‘Vaccine | vaes 10 | Adverse Event Description 
Type 
COVID19 

BELL'S PALSY | VACCINE | 0992244-1 | Bells Palsy 
(COVID19) 


I am a pediatric critical medicine physician and received my COVID-19 vaccine at my workplace. 
1st Pfizer EH9899 (on Dec 18, 2020) and 2nd Pfiszer EL1283 (on Jan 9, 2021). Both IM through 
my left arm. Directly for about less 48H post vaccination I had muscle pain that were self-resolved. 
On Jan 18, 2021, I started having funny sensation (like having a foreign body) over my left eye 
COVID19 medial /innercantus area. The next 2 days I started to have pain over my left external ear canal, 
BELL'S PALSY | VACCINE | 0992501-1 | then it progressed into pain over my left lower jaw, left vertex of my head, inner side of left eye. 
(COVID19) My SS progressed on 1/30/21 at around 3:30 PM to numbness over my left sided tongue and left 
sided lip. Then on 1/31/21 at around 5 AM, I started having left facial paralysis. I have left BELL's 
PALSY which was confirmed. following a negative non-contrast brain MRI to rule out stroke and 


negative SARS-CoV2 PCR test. I start taking Prednisone 60 mg daily and Acyclovir 1 g TID on Jan 
31, 2021. To this date I still have left facial paralysis but not worsening. 


After the first dose I had no side effects but after the second dose I had various reactions: - about 
thirty minutes after the shot I developed a strange sensation on the left temporal area of my head 
CavID19 extending to behind my eye. This went away after a few hours but when it started I thought of 
BELL'S PALSY |VACCINE 0992575-1 : f . POE ; i 
(COVID19) Bell's Palsy. - Later my arm got extremely sore at the site of the injection it still hurts and in a 
large area of the arm 5 days later - Painful area below the left armpit and in an area about 3 


inches in diameter (area of the lymph node). Still have pain although less after 4 days. 


COVID19 Droopy right eye, pain and pressure behind right eyeball, drooling out right side of mouth, slight 
BELL'S PALSY |VACCINE | 0992957-1 | head head , droopy right eyelid, thought I was having a stroke. After 2 visits to the E.R. , multiple 

(COVID19) test, diagnosed as having bell-palsy. 

COVID19 
BELL'S PALSY |VACCINE 0994108-1 | bells palsy 

(COVID19) 

CoOvID19 Bell's Palsy started 12/24 or 12/25/2020 Narrative: Currently being treated by her Primary Care 
BELL'S PALSY |VACCINE 0994198-1 Provider with prednisone i 

(COVID19) p 

COVID19 Developed severe headache nausea facial and neck swelling, chest pain and respiration. Called 
BELL'S PALSY | VACCINE | 0994269-1 | PCP. prescribed Benadryl next day, increased swelling to include left side of face and eye. DX Bell's 

(COVID19) Palsy 

COVIDT? Bells Palsy after 2nd dose given on Jan 27th. Onset that Friday night with full effects of BP that 
BELL'S PALSY | VACCINE 0994379-1 , 

(COVID19) Saturday 


COVID19 After the 1st and 2nd dose,Patient experience covid like symptoms like fever 102,nausea vomiting 
BELL'S PALSY | VACCINE | 0994582-1 | and severe body aches for 1 1/2 days. After the 2nd dose (01/20/2021) on the 12th day 
(COVID19) (02/01/2021 develop Bell's Palsy and went to ER for treatment. 


Noticed facial drooping on the left side starting on Friday night and symptoms increasing. Went to 
COVID19 urgent care on Monday morning. facial drooping increased over the weekend also lift eye was 
BELL'S PALSY | VACCINE | 0994729-1 | irritated from lack of moister and did not close or blink without extra effort. wore a patch and 
(COVID19) ~~~ | lubricated over the weekend. Diagnosed as Bellys Palsy at Lander urgent care medical clinic. 
Prescribed course of prednisone. Also Erythromycin op mgigm oin akor for the left eye and wear a 


patch until eye will blink and close normally. 


On 1/24/2021 states on that Sunday his tongue became numb and developed pain behind right 
ear. Took ibuprofen, went to bed that even. When he awoke the next morning, Monday, 1/25/2021, 
the right side of his face was disfigured, puffy, and his mouth was drawn down. He drove to family 
member approximately 1 hour away and upon arrival, family member took him to local hospital. 
COVID19 MRI was completed and returned with diagnosis of Bell's Palsy, which was confirmed by three 
BELL'S PALSY | VACCINE | 0994742-1 | physicians at the hospital. Was informed may take 6 - 8 weeks for full recovery. Was discharged 
(COVID19) with prescription for Lacrilube eye drops, Vibramycin, Prednisone (Deltasone), and Valtrex. One 
1/29/2021 had follow up visit with neurologist and was told to discontinue Prednisone. Neurologist 
researched injection follow the 1/29/2021 visit. Client received call from neurologist on 2/1/2021 


and was instructed was able to take second dose of vaccine, physician was not 100% sure same 
issue would not occur with second dose. 


COVID19 
BELL'S PALSY | VACCINE 0995031-1 BELLS PALSY 
(COVID19) 
COVID19 Bell's Palsy. Symptoms include right sided facial weakness, eye drooping. Onset was around 12:30 
BELL'S PALSY | VACCINE | 0995371-1 | on 1/28. Went to walk in clinic where MD confirmed Bell's Palsy and prescribed Valacyclovir and 
(COVID19) Prednisone. Started medications around 5pm on 1/28. 
COVID19 
BELL'S PALSY | VACCINE 0995524-1 Bells Palsy, facial weakness, 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 0995622-1 Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 0995750-1 Bell?s Palsy on right side of face 
(COVID19) 
COVID19 Bells Palsy occurred on 1-31-2021 after receiving the shot on 1-14-2021. No other issues or illness 
BELL'S PALSY |VACCINE | 0995964-1 | before or after getting the vaccine which would explain getting Bells Palsy. Have not been ill or 
(COVID19) seen doctor except for regular check-ups as necessary. 


COVID19 Immediately following the vaccination, she developed airway compromise, wheezing, hives. Was 
BELL'S PALSY | VACCINE | 0996356-1 given IM epinephrine, and Benadryl, taken to ED. Stabilized, discharged home on prednisone 50 
(COVID19) ~ | mg x 5 days. Returns 2/2/21 with Bell's Palsy. Negative MRI imaging. Airway symptoms resolved. 


Discharged on prednisone and acyclovir. 


COVID19 3 days after second dose of Pfizer vaccine, (01/30/2021), went to emergency room for facial 
BELL'S PALSY | VACCINE | 0996597-1 droopiness and numbness on the left side. Was diagnosed with Bell?s palsy in the ED. Currently 
(COVID19) ~~~ | taking prednisone (60 mg - once a day). Valtrax (1mg - 3x a day), Erythromyocin eye ointment 


(.5% - 4x daily) 


Symptoms ae VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE 0997568-1 | diagnosis Bell's Palsey 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 0997870-1 bells palsy right sided, started on 2/1/2021 
(COVID19) 
E N. 09981321 | PATIENT REPORTED HE EXPERIENCED BELL'S PALSY ON 1/22/2021, TWO WEEKS POST 2ND 
(COVID19) =M E PFIZER COVID VACCINE. REPORTS HISTORY OF BELL'S PALSY. 
BELL'S PALSY Gch 0998310-1 Bell's palsy On 1/11 Patient began experiencing tingling in his left jaw On 1/18 he began 
(COVID19) == | experiencing aches in his teeth On 1/22 paralysis of L side of his face, did not spare the forehead 
COVID19 pt had the COVID-19 vaccine on 1/15/21 and then had Bells Palsy after 4 days. No changes to the 
BELL'S PALSY | VACCINE | 0998567-1 | medication or other immunizations with 1 month and no new diagnoses in that time as well. No 
(COVID19) previous episodes of bells palsy with any other vaccine but positive for bells palsy in the past. 
COVID19 
BELL'S PALSY |VACCINE | 0998661-1 | slight tingling in fingertips of L hand, neck tension below jaw line, h/o Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 0998721-1 | day 1-3 sore/red/tender/raised at vaccination site 
(COVID19) 
COvID'g Patient developed headache, sore, jaw and facial drooping on Friday 1/29 in the evening. On 
BELL'S PALSY | VACCINE 0998729-1 g 4 : p " 
—=—=— | Monday 2/1 saw a local provider and was diagnosed with Bells Palsy. 
(COVID19) 
COVID19 The patient did okay on the day of the vaccine. She began to develop worsening immune response 
BELL'S PALSY | VACCINE | 1001447-1 | symptoms over the afternoon of the day after through the next 3-4 days. She woke up the 
(COVID19) morning listed with Bell's Palsy. I evaluated her one week after her vaccination. 
COVID19 
BELL'S PALSY | VACCINE | 1001944-1 | developed Bells Palsy and headache 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1002248-1 | Developed Bell Palsy after receiving shot. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1002699-1 Bell?s palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1002779-1 Mild Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1002804-1 | Acute development of Symptomatic Facial Bell's Palsy 
(COVID19) 


On approximately the evening o 01/21/21 the patient began to experience headaches. The 
headaches have been intermittent continuing on till the date of this report (02/04/21). The patient 
COVID19 has been taking acetaminophen with relieve. On approximately 02/01, it was noted by coworkers 
BELL'S PALSY | VACCINE that the patient's right side of the face would not move when he would talk. Around the same 
(COVID19) time, the patients right eye became watery and the patient's wife stated she noted some gurgling. 
Due to the onset of these new symptoms, the patient went to see the doctor on 02/04/21. Per the 
patient's wife, the doctor diagnosed the patient with a very mild form of Bell's Palsy and prescribed 


steroids to the patient. The name of the steroid was not disclosed. 


COVID19 Patient had the Moderna COVID vaccine on 12/30/20. She reports she was diagnosed with Bell 
BELL'S PALSY | VACCINE | 1003309-1 | Palsy on 1/14/21 in the ER. She does report a history of Bell Palsy at age 20, however denies any 
(COVID19) complications and reports full resolution of symptoms at that time. 


Had ist COVID-19 vaccine (pfizer) 1/5 1/13 noticed right lower eyelid started twitching (this is not 

COVID19 a new issue for him and frequently happens when fatigued) 1/20 sharp intermittent pain in right 
BELL'S PALSY | VACCINE | 1003318-1 | inner hear pinna which stopped 1 week ago 1 week ago noted some slight right facial droop which 
(COVID19) has persisted 2nd vaccine given 1/26 (prior to him seeking care for symptoms) He was seen in my 


office on 1/29 where he was treated for Bells Palsy. 


COVID19 ; : : ; 2 
f Suspected Bell's palsy...MD felt symptoms were consistent (left side of face impacted, including 
BELL'S PALSY GODI 1003472-1 ability to blink left eye)...treated by MD with prednisone and Valtrex. 


Developed diagnosed left-sided Bell's Palsy (see timeline below): 1/21/21 - 1st dose of Moderna 
COVID-19 vaccine administered 1/22 /21 - Developed tingling of the tongue 1/27/21 - Developed 
COVID19 worsening tingling sensation of tongue along with left side of face, facial drooping of the left side, 
BELL'S PALSY | VACCINE | 1003474-1 | drooling and inability to whistle; patient was seen at the hospital where patient had lab work done 
(COVID19) along with 2 MRI's; attending clinician determined diagnosis of Bells Palsy and referred patient to 
neurology 2/4/21 - Pt contacted Center stating no improved symptoms and has not yet seen a 


neurologist 


COVID19 
BELL'S PALSY | VACCINE 1004786-1 Bell's Palsy 
(COVID19) 
COVID19 Day 1:Swelling on left side of face, swollen lymph nodes, chills, fever, body ache, headache; Day 
BELL'S PALSY | VACCINE | 1005088-1 | 2:extreme headache, nausea; Day 3:headache; Day 4:headache; Day 5: Doctor diagnosed with 
(COVID19) acute Bell's Palsy. 
COVID19 
BELL'S PALSY | VACCINE | 1005090-1 | Bells Palsy. receiving Prednisone 20 mg 
(COVID19) 


COVID19 Bell's Palsy, went to Emergency department in Feb 4th 20201, was monitored and given 
BELL'S PALSY | VACCINE | 1005464-1 | corticosteroids and I had a negative COVID test. I was also experiencing loss of taste, fever, 
(COVID19) muscle pain, join pain, chest pain, chills, drowsiness. 


Symptoms ae VAERS 1D Adverse Event Description 


On Saturday, January 30, 2021 I began experiencing an altered sense of taste with a metallic taste 
all through my mouth and tingling in my mouth. I mostly felt ill throughout the day with low-grade 
COVID19 fever, fatigue, body aches. This continued on Sunday, January 31, 2021 and Sunday evening, I 
1006103-1 


BELL'S PALSY | VACCINE noticed a small droop in the upper lip on the right side of my mouth. When I awakened, Monday, 

(COVID19) February 1, 2021, I had full right-side paralysis of the face, severe right eye, right jaw and right 
ear pain, severe fatigue, continued body aches. After going to the ER where tests were performed 
to rule out stroke and sepsis, I was diagnosed with Bell's Palsy. 


COVID19 
BELL'S PALSY |VACCINE | 1006458-1 | BELLS PALSY 
(COVID19) 


Client came to clinic for dose #2 and during screening mentioned she had been diagnosed with 
COVID19 Bell's Palsy on /22/21. Client reports on 1/22/21 she had paralysis on R side of face, R eye would 
BELL'S PALSY | VACCINE | 1006507-1 | not open or close, pain and swelling on R side of face. Client also reported taste was altered on R 


(COVID19) side of mouth. All symptoms resolved 2/1/21. Per consultation with Medical Director, dose #2 was 
not given. 


COVID19 BELLS PALSY SYMPTOMS ON LEFT SIDE OF FACE . Start PredniSONE Tablet, 20 MG, 3 tablets, 
BELL'S PALSY | VACCINE | 1006571-1 | Orally, Once a day, 7 days, 21 Tablet, Refills O Start Valacyclovir HCI Tablet, 1 GM, 1 tablet, Orally, 


(COVID19) Three times a day, 7 days, 21 Tablet, Refills 0 


COVID19 
BELL'S PALSY |VACCINE | 1006971-1 | She developed Bell's Palsy, L side face 
(COVID19) 


COVID19 , i l - 
BELL'S PALSY | VACCINE | 1007190-1 | Be9@" with symptoms for and was diagnosed with Bell's Palsy on 2/3/2021. Right eye will not 
(coviD19); it” close. Lips and bottom of face droop. 


COVID19 
BELL'S PALSY |VACCINE | 1007413-1 | Started with Bell's Palsy on 02/04/2021 
(COVID19) 


COVID19 3 - l - l 
BELUS PALSY | VACCINE. | TULUDE Bell?s Palsy , sudden onset, treated with high dose prednisone and valacyclovir 7 day treatment. 
(COVID19) Unresolved to date 


COVID19 
BELL'S PALSY | VACCINE | 1007864-1 | Loss of muscle control on one side of my face, diagnosed as Bell's Palsy. 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE | 1008127-1 | Bells Palsy Left side 
(COVID19) 


Neck pain near the top of the neck at the base of the skull slightly to the right of the center began 
around Feb 1. Began taking Ibuprofin, but it did not go away. Thought I had muscle strain, but 
surprisingly there was no stiffness or loss of motion. Tried massage, heat, and cold packs with 
limited relief. Began interfering with sleep over the next few days. On the evening of Feb 4, I 
COVID19 noticed a strange sensation on the right side of my tongue as if I was losing taste or feeling there. 
1008207-1 


BELL'S PALSY | VACCINE At 3 AM got out o bed due to neck pain and noticed right eye felt strange and was drooping. When 

(COVID19) I got up at 8 AM I saw eye droop and smile was only on one side of mouth. Called my doctor and 
was directed to an advice nurse who told me to go to the ER right away, since this could be a 
stroke or Bell's Palsy. Went to ER and was diagnosed as Bell's Palsy after blood tests, EKG, CT 
scan, and tests of limbs. Given medications and and released with prescriptions sent to CVS for 
prednisone and valacyclovir. 


COVID19 
BELL'S PALSY | VACCINE | 1008765-1 | 2Y™Ptoms of Bells Palsy that have gotten progressively worse since 2/3 til today 2/6. TX with 
(coviID19); i it*s; Valtrex and prednisone. Outcome- TBD 


COVID19 
BELL'S PALSY | VACCINE | 1008847-1 | Diagnosed with bell's palsy 8 days after shot. 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 1009513-1 | Developed Bell's Palsy 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 1009801-1 | Left Bell's palsy (unable to close eyelid all the away, tearing, left facial drooping) 
(COVID19) 


Vaccine given 1/13; symptoms began 1/21-burning and intermittent blurry eyes/double vision, 
drooping left eyelid, drooping left side of mouth, fatigue; went to ER on 1/22, blood work, EKG, 
COVID19 MRI normal, ER MD didn't know the cause but if symptions persisted, go to internal medicine MD; 
1009885-1 


BELL'S PALSY | VACCINE symptoms improved but saw Dr. on 1/28. She referred me to a neurologist. By 1/31, most of my 

(COVID19) symptoms had cleared. On 2/4, neurologist exam showed weakness in facial muscles, diagnosed 
condition as viral Bell's Palsy. Following medical exams, I read CDC report which referenced Bell's 
Palsy in Unsolicited Adverse Events section. Am sending this report 


COVID19 Symptoms: Pain in back of neck, right side facial paralysis, swelling, right eye not closing, un even 
BELL'S PALSY | VACCINE smile. Went to ER. Diagnosis was Bell's Palsy. Treatment included a course of prednisone and 


(COVID19) Valtrex and lubricating eye drops as needed. 


(COVID19) drooping cheek. 


COVID19 
BELL'S PALSY | VACCINE | 1011969-1 | Bells Palsy, we to PCP and received a steroid dose pack and Valcyclevaier. 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 > : . : De : 
BELL'S PALSY | VACCINE 4011846-1 Patient went to Emergency Room @ 5PM day following vaccine with difficulty moving eyes and 


Diagnosed Bell?s palsy at emergency room visit. Numbness of tongue, lack of muscle control on 
left side of face. 


Patient received his first covid shot this past Saturday and about 20 minutes following he noticed a 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


right sided facial droop. Droop began to worsen, and he had difficulty moving his right eye lid, so 
he decided to go to Urgent Care and was diagnosed with Bells Palsy. He was started on Prednisone 
and Valtex which are reducing his symptoms. Symptoms are almost resolved. He does feel 
fatigued and slightly anxious. 


Symptoms ‘Vaccine | vaes 10 | Adverse Event Description 
ype 
COVID19 ; a i ’ . ; 
i Patient began experiencing left facial droop on 1/31/2021. Diagnosed with bell's palsy on 2/1/2021 
BELL'S PALSY |VACCINE ae : 
and started on antiviral, PPI, and steroids. 
(COVID19) 
COVID19 p : : ; Ste . aa: 
' aralysis of left side of face; left eye won?t blink: left side of mouth doesn?t move. Went to facility 
BEES TARSI IYAC INE on 2/6/2021 and diagnosed with Bells Pals 
(COVID19) g y. 
COVID19 
BELL'S PALSY |VACCINE | 1014410-1 | Right sided Bell's palsy, onset 1/25/21, course improving. 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 1014619-1 bell's palsy 
(COVID19) 
COVID19 Bell's palsy diagnosed in ER. Onset 2/8 @ 2100. Noticed right-sided numbness and facial 
BELL'S PALSY | VACCINE | 1015400-1 | weakness, including lack of motor control of tongue. Came promptly to ER. Reports family history 
(COVID19) of Bell's palsy - mother, 50+ years ago. 
COVID19 Resident woke up the next day with facial drooping. All vitals were stable and within normal limits. 
BELL'S PALSY | VACCINE Diagnosed by physician with Bell's Palset and treated with Valtrex 1mg every 12 hours for 10 days 
(COVID19) (started 1/28/21) Resident has recovered from reaction. 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVIDT? On 2/6/2021 woke with neck pain and droopy eyelid on the left side of the face. Went to the ER 
BELL'S PALSY | VACCINE 1016063-1 d di d with Bell's Pal " 
(COVID19) and was diagnosed wi ell's Palsy. 
COVID19 
BELL'S PALSY |VACCINE Bells Palsy LEFT facial 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1017157-1 | Bells palsy (facial paralysis). Treated with prednisone and acyclovir. Currently improving. 
(COVID19) 
COVIDT? January 30, 2021, began experiencing Bell's Palsy type symptoms. Went to ER on February 1 
BELL'S PALSY | VACCINE | 1017275-1 á on i h E Da 
(COVID19) 2021 where I was diagnosed and prescribed Prednisone, Valacyclovir and Artificial tears. 
COVID19 
BELL'S PALSY |VACCINE 1017796-1 Bells Palsy symptoms 
(COVID19) 
CoOVID19 Patient received vaccine in afternoon, the following morning he woke up with a droopy face. Doctor 
BELL'S PALSY |VACCINE 1017824-1 di d hi ith Bell Pal ’ " 
(COVID19) iagnosed him wi ell Palsy. 
COVID19 
BELL'S PALSY |VACCINE | 1017994-1 | Facial paralysis 22 days following 2nd covid vaccination - Bells Palsy diagnosed 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1018119-1 | I got Bell Palsy after 3 weeks (#2) vaccine. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


first 3 days after injection she hovered around 98.8 fever. accompanied with chills, intense muscles 
pain all over, and it moved around. like sometimes she felt like an elephant on her lap., lower 
backpain , head pain, itching all over on and off. rash on her left arm and all along the inside of her 
arm all the way down for two days and on third left side of head. Day 3 pain with chewing, 

COVID19 numbness on the left side inside the mouth with swallowing, combination of numbness and pain on 

BELL'S PALSY | VACCINE left cheek. pain on the left side of face, neck cheek and chaw line. the neck was numb to touch and 

(COVID19) didn't feel cold or hot on left side. popping in her ear and inside mouth like pop rocks. and lots of 
throbbing in the TMJ joint. I could touch it and i could feel the throbbing in my finger. lasted until 
day 8 and then resolved slowly a little bit each day. was diagnosed with modified bells paulsey. 


Went to ER on 01/25, diagnosed with Bell's Palsy. Patient was having pain in jaw and terrible 
headaches. 


Numbness, facial paralysis- Diagnosed with Bell?s Palsy. Treatment Oral Steroids, Eye drops, 
Speech Therapy, Accupuncture. 


Bells Palsy DX on 2/9/2021 Started feeling right sided facial numbness on 2/8/2021 at 4:00 pm. 
Then noticed slight right eye droop. 


with sensory involvement and didn't treat with steroids. and able to swallow but it felt numb. 
FaceTime with the INT to gather this info 


1/22/2021 received 1st dose of MODERNA COVID-19 Vaccine. 2/3/2021 noticed his tongue and lips 
COVID19 felt funny. 2/5/2021 Right side of face drooping and no feeling. 2/6/2021 went to prompt care due 
BELL'S PALSY | VACCINE | 1019696-1 | to right eye dryness. Prompt care transferred him to OSF: ER to rule out stroke. No admission. 
(COVID19) 2/9/2021 follow up with neurologist, Dr. whom confirmed Bells Palsy. Prescribed prednisolone, eye 


drops, and physical therapy. 


COVID19 
BELL'S PALSY | VACCINE | 1019730-1 | Developed Bell's Palsy (left side). First episode of Bell's palsy 
pasonsr (COVID19) smumes 
COVID19 Moderna covid 19 vaccine] treatvment under Emergency Use Authorization(EUA): Pt developed L 
BELL'S PALSY | VACCINE | 1019736-1 | Bells Palsy 5 days after the second shot. She has a prior hx of recurrent oral herpes. She also had 
(COVID19) a recurrent herpes zoster outbreak in her L thoracic area about 3 weeks ago 
Droopy right side of face and right eye starting 02/07/21. Inability to close lid on right eye. This 
COVID19 began Sunday 02/07/21 around 4:00 pm. Got worse Monday effecting both sides of face. Today, 
BELL'S PALSY | VACCINE | 1019787-1 | Wednesday back to just right side of face and right eye. Just had video appointment with Doctor, 
(COVID19) he believes could be Bell's Palsy, possibly from the vaccine shot. He advised me to report to CDC. 
He also has ordered two prescriptions. 


COVID19 
BELL'S PALSY |VACCINE | 1019963-1 | Development of Bell's palsy (patient had Bell's palsy approximately 10 years ago) 
(COVID19) 


Symptoms ae VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE Right Sided Bell's Palsy 

(COVID19) 

CoOVvID19 left sided facial droop, consistent with bells palsy (hx of right sided bells palsy 17 years ago age 
BELL'S PALSY |VACCINE 1020069-1 r 

(COVID19) 13. 


On February 4, 2021, patient woke up at 3 a:m, left eye kept opening and closing, vision was 
COVID19 blurry, and left side of face numb by lips and jaw. She took 2 Benadryl and took a nap Thursday 
BELL'S PALSY |VACCINE afternoon. She went to the ED later and was told it may be Bells' Palsy but was referred to PCP. 
(COVID19) She is on 5 mg Prednisone but rheumatologist increased dose and put on 5 day regimen. She saw 


PCP and he told her she had Bell's Palsy and just to follow regiment prescribed by rheumatologist. 


COVID19 
BELL'S PALSY |VACCINE | 1020761-1 | Bell's Palsy, left sided 
(COVID19) 


"This 41 yo female received her first Pfizer COVID vaccine (Lot EL1284) on 1/7/2021. She reports 
being in good health, had no illness exposures (does work in hospital with children), and had no 
recent travel. She reports following her Covid vaccination, she had a sore arm at vaccine site for 4- 
5 days with no other issues. On 1/31 (day24) while putting on lipstick to take a selfie to send to 
her friend she noticed the right side of her lower face (lip area) felt ""weird""- tingled and the 
corner of her mouth would not smile symmetrically with left. Her friend commented something was 
COVID19 a Se ange E T ae aan a t Ap with lea ae ea pape 7 right m 
‘ nasolabial fold), had tingling/numbness to lips and corner of mouth and inability to smile on right. 
PELES PARIN oe diigii This prompted her husband to bring her to the ER on 2/1/2021. She denied any fever, headache, 
weakness to arms/legs, no SOB/CP, dysphagia or speech issues or trauma. ER providers exam 
noted normal CN evaluation but documented mild right sided decrease in nasolabial fold vs left and 
loss of taste to anterior right tongue. She had no involvement of eye or forehead. She was 
diagnosed with early Bell's Palsy and treated with oral steroids and anti-virals. AS of 2/10/2021 


with use of medications, she advised her facial weakness/droop had resolved but still has tingling. 
Her smile is symmetrical at this time. No c/o on loss of taste. Has diagnosis of Bell's Palsy. IHD 
case 9967." 


COVID19 
BELL'S PALSY | VACCINE | 1020809-1 | Bells palsy diagnosed after vaccine 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1020880-1 | Bells Palsy, R side of face, onset 2/2/21 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1020998-1 | Bell's Palsy, received valacyclovir, prednisone in ED, now improved by 95% 
(COVID19) 


On February 6 noticed Pain over the right ear and next day pain was going towards the mandibular 
angle. On Monday the 8th of February I was seen by Dr. ENT specialist ,I was checked .He 
confirmed Bell's Palsy He prescribed Prednisone 20MG for 15 days and Valacyclovir twice daily for 
ten days. . 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE facial droop left( Bell's palsy) 
(COVID19) 


When pt was administered the 1st dose several hours later pt was seen in the ED for bells palsy 
symptoms, made aware about symptoms returning for the second dose, cleared by personal 


COVID19 
BELL'S PALSY | VACCINE 

(COVID19) physician and neurologist. 
euceralsy, COVID19 tar 2/1/21 2:30pm Pt c/o tongue numb, difficulty speaking. Noted facial drooping & reddened watery 
BELL'S PALSY | VACCINE 1022327-1 ; . r ; : , 

——= | Lt eye. Emergency room diagnosed Pt with shingles/Bells Palsy. 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE 1023628-1 Bell's Palsy 

(COVID19) 


pt stated that the night after the vax the left side of his face started drooping, he had severe 
headache behind left ear and some slurred speech. The next day his symptoms got worse so he 
took Benadryl since he thought he was having an allergic reaction but he continued to get worse. 
COVID19 The third day his speech was getting worse, his face continued to swell and droop and he still had 
BELL'S PALSY | VACCINE | 1023845-1 | severe headache on the left side. Pt ended up going to the ER where they did a CT, EKG, Chest X- 
(COVID19) Ray, blood work, gave him IV fluids and steroids. The ER Dr. consulted a Neurologist which told 
him he had the symptoms of Bell Palsy so they did the stroke protocol but ended up telling him his 


symptoms were from taking the Covid Vaccine. He was told to finish his medicine that they 
prescribed which is steroid and antibiotic and if he did not get any better to come back for FU. 


COVID19 
BELL'S PALSY | VACCINE Patient had Bells palsy with associated ear pain and facial swelling. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1023987-1 | Mild case of Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1024043-1 | patient developed bels palsey 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Patient reports she experienced Bells Palsy after first dose of Moderna Vaccine. 
(COVID19) 


BELL'S PALSY VACCINE 4024370-1 | Facial paralysis on my right side, constant ringing in my ear, tongue is numb. Went to the ER and 
(covip19)| | Was told it was Bells Palsy 


Symptoms as VAERS 1D Adverse Event Description 


Right eye doesn't close all the way when blinking or closing symptoms started 2/6/21 also couldn't 
keep mouth closed shut tight to swish after brushing teeth same night. Headache above right eye, 
COVID19 right ear pain and right side neck pain all starting 2/6/21 morning. Had televisit on 2/8/21 who 
BELL'S PALSY |VACCINE | 1024403-1 | advised me to be further checked out. At the er they did an head ct without contrast which was 
(COVID19) normal did a neuro exam and determined I had bell's palsey. Prescribed prednisone 20 mg tid x 7 
days and valacyclovir 1 gm tid x 7 days. They also advised to tape my eye shut when sleeping. My 
eye hurts when I drive or focus on pc or tv so I had to miss 2 days of work thus far. 
COVID19 Minor Bell's Palsy- Increase in numbness/tingling of the tongue over the past two days. Lips 
BELL'S PALSY | VACCINE | 1024936-1 | started to numb today. Pain is increasing in left ear. No noticeable drooping of facial muscles yet, 
(COVID19) but symptoms may increase in the next 24 hours. 
COVID19 
BELL'S PALSY | VACCINE 
peusonsr (COVID19) mt 
COVID19 
BELL'S PALSY | VACCINE 
pausonsr (COVID19) sans 
COVID19 Patient complains of facial drooping on the left side. Started on 2/11/2021. Drooping of left side of 
BELL'S PALSY | VACCINE mouth, inability to completely close the left eye. Treating for bells palsy with antivirals, steroid and 


Developed Bell's Palsy reaction on 2/11/2021. Seen by me in clinic on 2/12/201. Prednisone 60 mg 
PO x 7 days. Will f/u w me in 3 days for reevaluation. 


Diagnosed as Bell's Palsy first stiff neck / pain in neck/ drooping of face 


(COVID19) artificial teas. 


COVID19 Concern for Bell's palsy. Started with pain behind and in R ear 2/8/2021. 2/12/2021, noticed 
BELL'S PALSY | VACCINE drooping of R upper eyelid and R side of mouth Treated with valtrex 1 g tid x 7 days and 
(COVID19) 


prednisone 60 mg qd x 7 days 


COVID19 Bell's Palsy may or may not be related to vaccine. Developed about 21 days after initial vaccine 
BELL'S PALSY | VACCINE | 1026926-1 | dose. Emergency room doctor prescribed a course of steroid (Valtrex 1gm - 1 tablet 2/day for 7 
(COVID19) days) 
COVID19 
BELL'S PALSY |VACCINE | 1026983-1 | Patient diagnosed with Bells Palsy on 2/10/2021 
(COVID19) 


"Left sided Facial droop effecting Left eye and Left face muscles, concern of Stroke ambulance to 
COVID19 Hospital Emergency Examined neurlogicaly Cat Scan done neg, Glucose normal REPORT BY DR 
BELL'S PALSY | VACCINE | 1027126-1 | ""BASED ON MY ASSESSMENT AND RESULTS OFEXAMS< LABS< IMAGING IT WAS DETERMINED 
(COVID19) TO LIKELY BE BELLS PALSY MEDICAtions ordered VALTREX 3 times a day for 7 days, PREDNISONE 


60mgs for 7 days EYE GTTS for Dry eye relief 3-4 times a day" 


COVID19 
BELL'S PALSY |VACCINE | 1027129-1 | Bell's Palsy 
(COVID19) 


COVID19 2/5/2021: Bells Palsy 2/11/2021: Bruising appeared bilaterally on upper chest. Lump on left side 
BELL'S PALSY |VACCINE | 1027251-1 | below clavicle. Pain stated at injection site and bruising appeared. 2/12/2021: Going to Hospital ER 
(COVID19) to have blood work and CT scan to rule out thrombocytopenia. 


COVID19 
BELL'S PALSY | VACCINE 1027770-1 Bell's palsy - of R face 

(COVID19) 

CoviID19 The next day it started with neck pain. Like I slept wrong. Lasted 2 days or so. Then I was 
BELL'S PALSY |VACCINE 1028020-1 : i > | 1/30 2021 " f 

(COVID19) diagnosed with Bell?s palsy on 1/30/ 


COVID19 Development of left sided facial Bells Palsy, initially started on Thursday 2/11/2021, symptoms 
BELL'S PALSY | VACCINE | 1028044-1 worsened until left mouth and eye droop on Saturday 2/13/21. Went to Urgent Care on 2/13/21 
(COVID19) ~~~ | and received diagnosis of Bells Palsy. Prescribed Prednisone 60mg daily x 7 days. Will start today - 


2/13/21 


Information reported by individual involved as follows. AFTER 2ND VACCINE OF PFIZER I HAD 
SEVERE MUSCLE ACHES AND FEVER ABOUT 12 HOURS POST VACCINE WHICH IS EXPECTED 
DIAGNOSED MILD CASE OF BELLS PALSY. LEFT SIDED FACIAL NUMBNESS TO CHEEK, TONGUE, 
COVID19 MOUTH GUMS, INCREASED SNORING, THESE SYMPTOMS WERE NOTED SHORTLY AFTER VACCINE 
BELL'S PALSY |VACCINE | 1028179-1 | #2. I DID NOT PUT IT TOGETHER AT THE TIME THAT I WAS HAVING REACTION TO THE VACCINE 
(COVID19) ONLY AFTER DOING SOME RESEARCH ON WHAT COULD BE LEADING TO LEFT SIDED TONGUE 


NUMBNESS DID I REALIZE I COULD BE HAVING BELLS PALSY A REACTION TO THE VACCINE. 
WENT TO EMPLOYEE HEALTH ON 2/1/21 AND THEY NOTED POSTIVE MILD CASE OF BELLS PALSY. 
AFFECTED IS LEFT SIDE OF FACE, GUMS CHEEK TONGUE AND SLIGHT DROOP 


I received the Covid vaccine on 1/28/21- and had been completely healthy. But 5 days later on 
2/2/2021- the LEFT side of my face was no longer moving the same as the right side of my face. I 
went to the mirror and noticed that I couldn't smile, couldn't raise my eyebrows , couldn't close my 
eyes shut... and realized that i was experiencing a BELLS PALSY. I called the doctor and got a 
COVID19 prescription for Prednisone and Valacyclovir. that same day. The next day 2/3/21.. I got in to see 
BELL'S PALSY | VACCINE | 1028383-1 | the neurologist who confirmed the diagnosis and asked that I get an MRI of the brain and start 
(COVID19) “~~~ | physical therapy on my face due to facial memory loss-- which I did the next day 2/4/2021. The 
hardest part of this facial paralysis has been my eye- which continuously runs and burns- so much 
so that the neurologist sent me to a cornea specialist- whom I saw the next day on 2/5/21. I was 
instructed to tape the eye down to prevent severe dry eye and allow eye to rest. I have been going 


to PT now twice a week since then, taping my left eye and completing massage exercises at home 
as i was told. 


COVID19 
BELL'S PALSY | VACCINE 1028749-1 Left Bells Palsy 
peusonsr (COVID19) ans 
On evening of vaccine had very bad pain in left arm at injection site. Facial assymetry, noticed on 
COVID19 Feb 11, 2021 during zoom call--left and right sides of face not in sync, left side of face slightly 
BELL'S PALSY |VACCINE | 1028934-1 | droopy and slack. Televisit with primary care physician on Sat Feb 13, who suggested mild Bell's 
(COVID19) Palsy and proscribed course of steroids and an antiviral to prevent worsening. Suggested there 
may be correlation with Covid 19 vaccine. 


Symptoms Te VAERS 1D Adverse Event Description 


I was diagnosed with Bell's Palsy on 2/2/21 after I noticed muscle weakness on the right side of 
COVID19 my face. Went to Hospital ED per Dr. and was diagnosed after stroke was ruled out. The facial 
BELL'S PALSY | VACCINE weakness progressed over the next couple of days, and I was unable to move any muscles on the 
(COVID19) right side of my face. I started recovering on 2/11/21, and have regained some movement back in 
my face. It currently feels like I have about 10% of my muscle movement back. I did take a five 


day course of Prednisone 60mg daily, which was started on 2/3/21. 


COVID19 
BELL'S PALSY | VACCINE | 1029420-1 | Developed Bells Palsy as possible side effect 4 days later. 

(COVID19) 

COVID19 Bell's Palsy (left sided facial droop, difficulty closing left eye lid). Outpatient treatment with oral 
BELL'S PALSY | VACCINE | 1029656-1 | corticosteroids, valacyclovir and topical Lacrilube (eye lubricant) prescribed by ED physician and 

(COVID19) referral to primary care for follow up. 

COVID19 Bell's Palsey with first symptoms of tearing eye beginning next day after shot. Progressed to 
BELL'S PALSY |VACCINE | 1029677-1 | numbness and drooping on one side of face by the next day. Went to urgent care and was 

(COVID19) immediately directed to the ER 

COVID19 Sixteen days after receiving the Moderna vaccine, I began noticing my lips felt odd under my 
BELL'S PALSY | VACCINE | 1029697-1 mask. After I got off work at 6:00 p.m, I realized I could not suck through a straw. Soon after I 

(COVID19) ~=~~ | went to the emergency room and was diagnosed with Bell's Palsy after ruling out a stroke with an 

MRI. 


COVID19 
BELL'S PALSY |VACCINE | 1031006-1 | Bells Palsy 20 days after vaccination. Vacination left arm Bells Palsy Left side of face 
(COVID19) 
COVID19 BELL'S PALSY. PATIENT WENT TO ER ON 2/13/21 AND WAS DIAGNOSED. FOLLOWED UP WITH 
BELL'S PALSY | VACCINE PRIMARY CARE DOCTOR 2/15/2021. 2/13/21 PREDNISONE 10MG TAPER: 50MGX4DAY, 40MGX2 
(COVID19) DAY, 30MGX2DAY, 2OMGX2DAY, 10MGX2DAY 2/15/21 ACYCLOVIR 800MG 1 FIVE TIMES A DAY FOR 
7 DAYS, BACITRACIN OPTHAMIC OINT AT BEDTIME. 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 Moderna EAU Partial loss of feeling in left foot and leg. Slurring of words Partial numbness in left 
BELL'S PALSY | VACCINE | 1031765-1 side of face and mouth, Contacted EMS because of fear of stroke. Checked out thoroughly. They 
(COVID19) ~~~ | believed it was vaccine related to nerves as in Bell's Palsy. Still have bit of numbness in mouth 
otherwise ok. 
COVID19 
BELL'S PALSY | VACCINE | 1031940-1 | Right facial weakness, difficulty with speech and swallowing, bell's palsy 
(COVID19) 
COVID19 Pt reports that he had the first round of the COVID vaccine on Tuesday (2/9/21), and he began 
BELL'S PALSY | VACCINE | 1032372-1 having L sided eye weakness/watering and L sided facial droop/weakness on Thursday (2/11/21) 
(COVID19) ~~~ | that has been worsening since. This resulted in a visit to the ER and workup for Bell's Palsy vs 


stroke - presented to ER on 2/15/21. 


COVID19 
BELL'S PALSY |VACCINE | 1032734-1 | Bell's Palsy, Fever, Fatigue, Headache, and Dizziness 
(COVID19) 
SOvIbY? All symptom occurred on the right side. Same side where the vaccine was given. Mouth drooping 
BELL'S PALSY | VACCINE 1032824-1 f i f : ; : i ’ 
eye tearing and won't close, paralyses of the right side of the face in general 
(COVID19) 
COVID19 Onset of Bell's Palsy; facial drooping on left side, sore behind left ear and down left side of neck 
BELL'S PALSY | VACCINE | 1033043-1 Prednisone 20 mg 3 times per day for 7 days; Valacyclovir 1 g 3 times per day for 7 days; Eye is 
(COVID19) ~~~ | not as inflamed as it was previously; Patient and his wife feel that symptoms are drastically 
improving as of this report which is 4 days after the onset of the Bell's Palsy 
COVID19 
BELL'S PALSY | VACCINE | 1033504-1 | complains of developing bells palsy 2/7 /21 
(COVID19) 
CoOVID19 I developed a new onset of Bells Palsy on the right side of my face. It started the day before I was 
BELL'S PALSY |VACCINE 1033527-1 : " 
(COVID19) ~= f to be given the 2nd dose. 


COVID19 
BELL'S PALSY | VACCINE | 1033698-1 | Bell?s palsy 
(COVID19) 


"within 10 hours I had chills which I had for about 3-4 days. then I developed ""Covid Arm"". the 
COVID19 injection site was 3x3 red, hot, swollen, rash on my arm. I had nausea and vomiting. my asthma 
BELL'S PALSY |VACCINE | 1033716-1 | also flared up. I also had joint pain. On Saturday the 13th I started having some weird things 
(COVID19) going on. I had mild paralysis and I was diagnosed with Bells Palsy in the right side of my face. 


(notably the same side as the shot was administered)" 


COVID19 
BELL'S PALSY |VACCINE | 1033810-1 | left-sided bells palsey 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE 
pausonsr (COVID19) sot 
Bell?s palsy. Numbness in front part of tongue started the afternoon of 2/12/2021. Morning of 
COVID19 2/13/2021 half of face was unresponsive and droopy. Talked to my doctor on call and she 
BELL'S PALSY | VACCINE recommended I be seen at urgent care immediately for evaluation. Was seen at Urgent Care on 
(COVID19) 2/13/2021 and it was determined I had Bell?s palsy as a side effect of the COVID-19 vaccine. They 
still recommended to get my second vaccine as scheduled on 2/17/2021. 

COVID19 pt cancelled her second dose appt on 2/13/21. when clinic inquired as to why, she states she was 
BELL'S PALSY | VACCINE diagnosed with bells palsy shortly after her first dose. She was diagnosed with a primary care 

(COVID19) provider. 


BELL'S PALSY cone 4034041-1 Bell's Palsy diagnose 2/5/2021 and treated with Prednisone and antiviral. Has history of Bell's palsy 
(COVID19) ~> | jn the past. She started with right sided facial droop and was choking with swallowing. 


Bells Palsey Right side of face. 


HEADACHE, BODY PAIN FIRST THREE DAYS; DAY FIVE: BELL PALSY-PARTIALFACIAL DROP 


Symptoms ees VAERS 1D Adverse Event Description 
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1034107-1 


1034179-1 


1034335-1 


1034558-1 


1035690-1 


1035704-1 
1036086-1 


1036369-1 


1036664-1 


1036730-1 
1036842-1 
1036885-1 


1037054-1 


1/29/21 0700 received vaccine 2100 started not feeling well fever of 99 1/30/21 0300 fever was 
between 102 and 103.5 1000 fever stayed around 101 to 102 1/31/21 1000 fever was down to 99 
and disappeared around 1500 2/4/21 I started having a sore throat and some mild ear pain. 
2/5/21 ear pain was getting worse. 2/6/21 ear pain was very bad 2/7/21 went to the clinic they 
gave me amoxicillin for and ear infection 2/10/21 ear pain was still the same and things were not 
getting any better. I called my doctor and he switched me to amoxicillin-clav. I was not able to pick 
it up until 1/11/21. 1/11/21 my left eye started bothering me and if felt like pink eye. 2/12/21 I 
started getting a metal taste in my mouth and it started feeling numb. I called my doctor back 
around 1300 and he told me to switch back to the regular amoxicillin. By 1640 my vision in my left 
eye started to get blurry and my entire left side of my face was numb and paralyzed =. My doctor 
told me to go to the ER. Being the stubborn person I am I didn?t go right away. 2/13/21 I went to 
the hospital. I was diagnosed with Bell?s Paulsy. The doctor did not seem to think I had an ear 
infection. My entire left side of my face is paralyzed. I still have pain behind my right ear and 
around the ear canal. My vision in my left eye is terrible. My speech is getting slurry. 2/16/21 I 
followed up with my primary doctor. He is hoping with the treatment I'm on this will go away in 1 
to 2 weeks. He encouraged me to fill this adverse reaction form out. I have a follow on 2/17/21 
with and ophthalmologist for my blurred vision. 


Received his vaccine on 1/21/2021. I received notification from patient today 2/16/2021 that he 
was diagnosed with Bell's Palsy. He is following up with his doctor for management. I do not have 
further details at this time as that was all the information he has been able to provide me. 


Left sided facial numbness/drooping began morning of 2/14/21. and left side arm and leg 
weakness was noticed later in the day . at 6pm I went to ER and received MRI and labwork. Ruled 
out Stroke or Brain mass or issues. was diagnosed with Bells palsy given order for prednisone 
which I started on 2/15/21 and made appointment with Neurology for March 3rd. Plan to make 
PCP appointment when the office opens. The facial numbness and drooping continue with expected 
complications. Teary eye, dry eye, pain in jaw and ear and headaches. Difficulty eating drinking 
with numbness. 


Bell's Palsy: Numbness, loss of movement to muscles in right cheek, and orbital 


2/8: Onset of extreme headache (lasting through today, 2/16, with ZERO relief) which has spread 
into my eye sockets. Extreme nauseous, 6 days of diarrhea, unalbe to even keep water down at 
day 4. Body aches, heart constrictions on 2/12. On 2/12 the heart constrictions and severe 
deydration resulted to call to Advise Nurse with direction to report to ER. In ER EKG, CT of chest 
and lungs. 2/12: Returned home and slept for several days and continued to attempt to relieve 
massive entire head pounding. 2/14: Head ache traveled into eye sockets creating massive eye 
pressure. 2/16: Sudden pain in left tongue and vision change. Noticed facial drooping and eyes 
glassy. Called and then 911 as concerned. 


Patient here today with left sided jaw pain starting 2 days ago. He has subsequently had worsening 
paralysis of the left side of his face. He is not able to fully elevate his left eyebrow, close his left 
eye, or smile with the left side of his face. He had a COVID 19 vaccine 1 moth ago and was 
scheduled for his second one today. No word finding difficulty or headache. Diagnosed with Bell's 
Palsy; treated with prednisone and Valtrex. Instructed to go to ED for loss of vision or evolving 
symptoms. Wait on second COVID vaccine until prednisone is finished. 


Bell's Palsy 


Onset of dizziness and left Bell's palsy 23 days after 1st dose of series. 


Diagnosed with Bell's Palsey. Dr prescribed Prednisone 20MG Tablets, Valacyclovir 1GM Tablets on 
February 1. 2021. Facial muscles on Left side of face would not move. Currently some of the 
movement is coming back. Some of the symptoms were: Left ekye would not close completly, 
mouth drooped on the Left side, had a bad taste in my mouth that felt like I had drank some very 
hot fluid, my lips felt like they were swollen. 


Experienced Bell's Palsy on right side of face. Noticeable when smiling. 


Patient received the first dose of Pfizer covid-19 vaccine on 1/22/2021. He was observed for 15 
minutes with no adverse events. On February 15th, he came back to the vaccine pod to receive his 
second dose of the vaccine and reported that he experienced an episode of Bell's palsy after the 
first dose. He reported it to his neurologist at the time and the reaction was self-resolved. The case 
was escalated to medical provider for second dose clearance. Patient was cleared to receive the 
second dose and did not experience any adverse effects while in the clinic. 


Diagnosed with Bell's Palsy 2 wks after vaccination. But I must also admit to having a cold sore 
about a week before the vaccination. I feel it is necessary to report both factors for accuracy. 


Dr Diagnosed patient with Bells Palsey on the left side at 10:00am on Feb.10th,2021 


bells palsy 


She got her first messenger Moderna RNA Covid vaccine on 1/20/2021 through work Pt started 
having symptoms about a week ago she has had generalized body aches headache chest pain, 
myalgia, fatigue, cramps, Nausea and diarrhea. Pt went to ED on 2/12/2021. Pt has known 
Migraine and took left over Dilaudid, caffeine. Pt continued to have diarrhea until 2/14 and other 
symptoms gradually improved. Pt woke up today and noted that her eyes were glassy, still had the 
pulsating headache and Right retro orbital pain. Pt noted drooping of the lips, tongue was tight and 
unable to close left eyelids completely. The family was called 911 and taken to the ED Pt had Brain 
CT and Stroke was ruled out. Pt was diagnosed with Bells Palsy and discharged home on Valtrex 
and Prednisone 


COVID19 
BELL'S PALSY | VACCINE | 1037108-1 | pt has bells-palsy and being treated with prednisone and isopta tear drops 


Symptoms 
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Adverse Event Description 


2/2/21 received COVID vaccine at hospital clinic. 2/6/21 headache began then 2/10/21 numbness 
on the left side of face including eye, eyebrow, nose, and mouth. 2/11/21 Primary doctor visit 
diagnosis Bell's palsy on left side meds given prednisone, Valacyclovir, increased metformin, and 
amlodipine. Still having symptoms of numbness, no taste, eye lid doesn't close makes eye water 
and frequent headaches. 


Two hours after receiving vaccine developed Bells Palsy/Facial paralysis on left 


Diagnosed with Bells Palsy, treated with antiviral (acyclovir 400 mg 5 times a day for 10 days) and 
predniSONE 20 mg 3 oral tabs once a day. 


Developed Bell's Palsy left side of face 96 hours after vaccination, after having neck stiffness and 
headache that started 48 hours after the vacc. Condition diagnosed by family physician. 


Confusion, Bells palsy for an hour. 


10 days following vaccination with first dose of Pfizer-BioNTech vaccine, individual reported to the 
vaccine clinic that he developed symptoms of Bell's Palsy. Specific symptoms included facial droop 
and inability to close eye on one side. Individual sought urgent medical treatment and was 
diagnosed with Bell's Palsy and placed on a course of antiviral and steroids. Individual was advised 
by outside provider to not receive second dose of vaccine. 


/20/2021 (day 0) - received Moderna vaccine (Lot 029L20A) at. ? 2/8/2021 (day 19) ? developed 
horrific headache. Started on the neck, hairline, and ears ? felt deep pressure, and made an 
analogy to a blanket covering her head. ? 2/9/2021 (day 20) ? severe stomach cramps, and start 
of debilitating diarrhea (not listed as adverse event in EUA) that made her concerned about soiling 
herself. ? 2/10/2021 (day 21) ? continued having severe diarrhea, every 1 hour. ? 2/11/2021 (day 
22) ? continued having severe diarrhea. Also, start of having generalized body ache (entire body). 
Tested for COVID-19 at ED ? negative. ? 2/12/2021 (day 23) ? continued having severe diarrhea ? 
dehydrated and felt irregular heart rate. Went to ED for EKG (unremarkable), COVID-19 testing 
(negative), and CT scans (unremarkable). ED staff told patient that her symptoms matched other 
patients? reactions to COVID-19 vaccine (delayed onset, of a few weeks). ? 2/13/2021 (day 24) ? 
Diarrhea continued, continued body ache. ? 2/14/2021 (day 25) ? diarrhea resolved, along with 
body ache. ? 2/15/2021 (day 26) ? felt more alert and well, enough to eat more normal food. 
However, eyes looked glassy, and headache moved to her eye socket. Felt like a golf ball was 
behind her eyes. ? 2/16/2021 (day 27) ? 1:30 AM, noticed left side of mouth was droopy. Went to 
ED ? diagnosis of Bell?s Palsy. Given Rx of prednisone and valacyclovir. o Onset of Bell?s Palsy 
consistent with clinical trial of Moderna Vaccine. Patients had onset of 22, 28, and 32 days after 
vaccine. 


Developed right facial nerve palsy--treated with famciclovir and prednisone 


Bells palsey left side of face 


"INCREASED BEGAN DAY AFTER DOSE (FRIDAY), SPOUSE NOTICED SLURRED SPEECH AND 
DROOLING STARTING SATURDAY MORNING AND EXTREME FATIGUE ABOVE BEYOND NORMAL 
"ROCK BOTTOM TIRED". RIGHT SIDE OF FACE A LITTLE SLACK. SPOUSE GOT PT IN TO OFFICE 
YESTERDAY, WEDNESDAY THE 17TH, AND WAS DIAGNOSED WITH BILATERAL PNEUMONIA AND 
BELL'S PALSY. DR ADVISED THEM TO CONTACT US TO REPORT." 


Bells Palsy 


On Sunday, Jan 31, 2021 I woke up around noon after working a graveyard shift and wasn't feeling 
right. There was a pressure in my head, along with sinus and ear pain and a fuzzy feeling in my 
face. By Monday, Feb, 1, 2021, the pain was worse now with a fatigued feeling after sleeping 20 of 
the last 24 hours. I went to my Dr on 2/1/2021 and recognized a slide on the left side of my face. 
From my forehead not wrinkling up the same as right side, left eye wasn't closing as tight and the 
left cheek and side of mouth were sliding. He said it was Bells Palsy. He prescribed 10 days of 
prednisone and an antivirus medicine to be taken 3 times a day. That week I slept a lot and wasn't 
able to sit up much due to the head pain and the lightening bolt feeling in my face. By the 2nd 
week I was able to sit up more, but still very tired/fatigued. I was off work for 2 weeks, returning 
to work on 2/14/2021. There is still a slight slide on the left side in the eye and cheek. 


Bells Palsy diagnosis 


sought treatment at urgent care clinic and was diagnosed with Bell's Palsy 


Day 1: pounding headache, radiating pain from top of head down the neck on the left side (pain 
scale 3-4) Day 2: pain on left side of head and neck intensifies to an 8-9 (treatment: ibuprofen), 
loss of mobility in face. (PCP emailed with no immediate response) Day 3: full loss of mobility and 
control on entire left side of face. Emergency room visit diagnosis: Bell's Palsy. Head neck pain 
persist (no more ibuprofen taken because of stomach pain) ER doctor prescribes 5 day course of 
Prednisone. Day 4-7: Bell's Palsy symptoms persist unchanged. (Treatment: Acupuncture, 2 visits) 
Pain on left side of head neck persist at a pain scale of 2-3. 


right side Bells Palsy; 3 wks later, about 50% improvement so far 


Began to have pain around ear and behind right eye. Headaches moved to upper back of head. Felt 
weird on right eye. headache got worse, took ibuprofen. Next morning right side of face couldn't 
move or blink, then entire right side of face unable to move. Diagnosed at Urgent Care with Bell's 
Palsy. Started on prednisone and gabapentin. Following day, seen in the ER, had normal MRI. 
Started on antiviral acyclovir. Pain was still intense, given Norco. 12 days since vaccine. 


Symptoms vaccine VAERS 1D Adverse Event Description 
Type 
COVID19 Bell's Palsy Trigeminal nerve pain in jaw Swollen glands and lymph nodes in neck, throat, right 
BELL'S PALSY |VACCINE | 1041761-1 r á 
(COVID19) ———-—-— | breast, under arm 


Patient reported to the ER on Feb. 16th with onset of right-sided facial droop today about 1400. 
COVID19 Patient has no other weakness symptoms, bilateral extremity strength is equal. No forehead 
BELL'S PALSY | VACCINE | 1041812-1 sparing on facial droop along with some tenderness and rhinorrhea. Symptoms are consistent with 
(COVID19) ~~~ | a Bell's palsy. Patient recently had Covid which fits with viral syndrome causing Bell palsy. 
Discharged with valacyclovir and prednisone burst. Follow-up and strict return precautions to the 


ED were discussed and patient verbalized understanding. 


COVID19 
BELL'S PALSY | VACCINE 1041861-1 bell's palsy 

(COVID19) 

COvID'? Severe L-sided Bell's Palsy, onset 2/15/2021. . Per CDC recommendations we are reporting this to 
BELL'S PALSY | VACCINE 1042003-1 VAERS É aa 

(COVID19) : 

COVID19 Thursday February 4th I had Severe Headache, Earache, low grade temp, sore throat then by the 
BELL'S PALSY |VACCINE | 1042379-1 | Tuesday the 9th I noticed drooping to the right side of my face. Went to the ER and was told it was 

(COVID19) bells palsy 

COVID19 on Saturday feb 13 2021 pt received covid 19 vaccine and next day morning at 8 am she woke up 
BELL'S PALSY | VACCINE with Bells pals 

(COVID19) patsy 

COVID19 
BELL'S PALSY | VACCINE | 1042634-1 | pt vaccinated on 2/3/21... started with Rt sided Bell's palsy on 2/9/21. given antivirals and steroids 

(COVID19) 


Bell's palsy. Earache began several days prior to diagnosis. On 1/28 , woke up with a drooped left 
COVID19 eye (couldn't close it fully), followed that day by loss of taste and sensitivity to noise. The next 
BELL'S PALSY |VACCINE | 1043426-1 | morning (1/29), experienced drooling. That afternoon, I went to the ER at NY, and was diagnosed 
(COVID19) with Bell's palsy. Treatment was prednisone (50mg) and valacyclovir (1g) for seven days. 


Symptoms were halted by the meds and now, three weeks later, have nearly disappeared. 


COVID19 Pt says Saturday morning right eye started watering in the morning and numbness on the right 
BELL'S PALSY | VACCINE | 1043802-1 side progressed as the day went on. Sunday he called the insurance nurse and she told him to go 
(COVID19) ~~~ | to urgent care. Urgent care told him to go to ER. ER rulled out a stroke and diagnosed him with 


Bells Palsey. He alerted his primary care physician. 


Sore arm for first week 2/9/21- dry eyes, stinging in eyes but mostly left sided 2/10/21 woke up 
COVID19 with left eyelid drooped over eye and left side of face droopy with partial numbness 2/11/21 could 
BELL'S PALSY | VACCINE | 1044156-1 barely lift open eye and left side of face felt sluggish and looked droopy; went to dr and diagnosed 
(COVID19) ~~~ | with Bell's Palsy Treated with prednisone (60 mg/7 days) and Valtrex (twice a day for 7 days); 
Pataday eyedrops Better by Monday 2/15/21; still some droopiness on left jawline and still some 


dry eye. 


5 days after the vaccination, experienced facial paralysis affecting the right side, including eye, 
COVID19 mouth cheek. Those signs were preceded the night before with a sharp headache pain behind the 
BELL'S PALSY |VACCINE | 1044157-1 | right ear. Went to the hospital ER and diagnosed with Bell Palsey. Treatment: valACYclovir HCI 1 
(COVID19) gm tablet: 2 times a day for 7 days: MethyITREDNISolone 4 mg tablets - doses titrated over 6 
days. As of today, symptoms are the same - have not changed 
COVID19 Syncope 18 hours post injection, Feb 13 left eye irritation with tearing, Feb 14 mild case of Bell's 
BELL'S PALSY | VACCINE | 1044434-1 Palsey right side of face, along with headache, herpes on left corner of mouth, fatigue and ? 
(COVID19) ~~ | Epstein-Barr. I was exposed to the virus by my hairdresser on 2-11-21 and she developed 
symptoms and tested positive 4 days later 
COVID19 
BELL'S PALSY | VACCINE | 1049711-1 | Bells Palsy right side of face, sx. almost gone on 2/23/2021 
(COVID19) 
COVID19 Developed stroke like symptoms with hypertension on 2/19/2021. treated on 2/22/2021 for bells 
BELL'S PALSY |VACCINE 1049792-1 . . f . A 
~~= | palsy with left sided facial droop and severe hypertension at dr office. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1049835-1 | Patient developed R sided Bell's Palsy approximately 10 days after vaccination 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1049971-1 | Onset of Bell's Palsy about 5 days after immunization. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1050009-1 | Onset of Bell?s palsy 40 minutes after vaccine 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1050028-1 | Bell's Palsey, paralysis left side of face 
(COVID19) 
COVID19 ; i ; : ae : 
' Client developed Bell's Palsy on right side of face approximately 2 weeks after receiving vaccine. 
BELL'S PALSY | VACCINE ; i : . p ; 
Client reports his PCP is treating with steroids, which has helped. 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1050343-1 | tingling on left side of face, likely mild Bells Palsy 
(COVID19) 
COVID19 Within two hours of injection, headache and fever symptoms with body aches for appoximately 56 
BELL'S PALSY | VACCINE | 1050471-1 hours. APR OSTE 40 tours after injection, noticable drooping of right side of face, which , 
(COVID19) — Soleo 90% after 24 hours; doctor assessment was that this was likely a temporary case of Bell's 
alsy. 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 on the 3rd of feb, my left lips went numb, called 911 and by 11 was diagnosed with bells palsey. 
BELL'S PALSY | VACCINE Due to the fact I have no chronic conditions, live a pretty healthy life, I was told by EMS and 


(COVID19) various ID doctors it was most likely from the vaccine. Today is day 21 and I still have no 


Bell's palsy. Watery left eye, facial paralysis on left side of face. Numbness Treatment - one week 
of steroids and antivirals. Eye cream 


Symptoms Type 


COVID19 
BELL'S PALSY | VACCINE 1052712-1 Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1052898-1 | developed Bell's Palsy of left face, also on 2-22-21 she had an episode of feeling weak 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Bell's palsy 
(COVID19) 
CoOvID19 (A few of the same symptoms when hospitalized 05/01/2020) *Low energy *slur speach 
BELL'S PALSY |VACCINE 1053219-1 : : i 
(COVID19) ——~—~—_ | *forgetting basics(daughter phone number and passwords) * bell palsey- more noticable 
COVID19 Developed Bell's Palsy - started on 2/21/21 w/ ear pain and stiff neck, progressed to numbness 
BELL'S PALSY | VACCINE | 1053715-1 and tingling in face and lips on 2/22/21, then hearing loss and left sided facial paralysis. Went to 
(COVID19) ~~~ | ED, r/o stroke, neck/facial trauma. Given course of prednisone and acyclovir. No improvement 
noted to date. 


COVID19 
BELL'S PALSY | VACCINE 1053863-1 Bells Palsy 
(COVID19) 
COVID19 Patient developed Bell's Palsy and was treated with Prednisone and Acyclovir for 1 week by Dr. at 
BELL'S PALSY |VACCINE 1053916-1 on " 
(COVID19) facility. 


Ballspalsy, right side Eye and facial movement issues, it started gradually a week and a half after 
my dose my eye was not blinking in sync with my left eye, gradually started to go down to my face 
where my lips my cheek or my eyebrows were not moving when I was talking all my words were 
slurred and off to the side of my mouth. When smiling one side trip the far far left the other side 

COVID19 stay still. My job had me go to a doctors up where they diagnosed me with Bell?s palsy it and the 

BELL'S PALSY |VACCINE | 1053990-1 | doctor advised me to report this. My treatment plan is antiviral medication and steroids, 

(COVID19) Valacyclovir 1gm tid, methylprednisolone 4grams qid. I am very upset and heartbroken every time 
I look in the mirror I cry because I cannot recognize my face I did read online that Pfizer did have 
side effects of bells palsy but I never thought I would get it given my age and good medical 


Adverse Event Description 


history. I would love for someone to reach out to me I need to know what happens from here. As a 
result I have been off of work for a couple days. 


I received my vaccination on Friday, February 19th. On Sunday, February 21st, my tongue felt like 
I had scalded it with a hot drink, and my taste buds were very sensitive. My tongue also felt thick 
and there were bumps on the sides of it. On Tuesday, February 23rd, I noticed I couldn't whistle, 
and I couldn't spit correctly when I brushed my teeth. On Wednesday, February 24th, I noticed my 
COVID19 right eyebrow was lower than my left, and my mouth was drooping on the right side. I couldn't put 
BELL'S PALSY | VACCINE | 1054492-1 | MY lips together to put my chapstick on, and my smile was very crooked. Additionally I felt my 
(COVID19) ~~~ | eyelid twitching and the right side of my face felt very strange in general. So I contacted the nurse 
who administered the vaccine. She said that Bell's Palsey could be symptom from the vaccine, and 
that I should contact my physician. So I called Dr. office and they did a virtual appointment with 
me on Wednesday afternoon. He immediately told me I have Bell's Palsey as a result of the vaccine 


and sent in some prescriptions for me to take. They are Toradol Oral, Prednisone, and 
Erythromycin Ointment for my eye because it won't close all the way, and it doesn't blink properly. 


' CoOvID19 Diarrhea, Bell's palsy and drooling for 48-72 hours, extreme itchiness and heat left side, tingling 
BELL'S PALSY |VACCINE . 
left side, numbness left arm and face, nose 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1054680-1 | Bell's palsy treated with steroids 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE Bells Palsy 
(COVID19) 


Bell palsy develop Wednesday early morning some numbness in lip but condition worsen around 
COVID19 7pm at night, face droop, blurred vision , and paralysis set in. Thursday seen dr and started 
BELL'S PALSY | VACCINE | 1055037-1 prednisone 20mg tablet , 2 tablet once a day and valtrex 20mcg , 3 times daily . Currently a week 


(COVID19) on meds and symptoms hasn?t improved. Never been diagnosed with bell palsy or have any 
neuroconditions. Blurred vision and paralysis is still the same. Have some eyelid and mouth 
movement. 


COVID19 Bell's Palsy right side of face. Right upper eyelid droop, righ cheek numbness on palpation, slight 
BELL'S PALSY |VACCINE | 1055370-1 | smile effected/off from left, no ringing in ear, able to raise eye brow. Mental status WNL, able to 

(COVID19) hold conversation, made proper eye contact. 

COVID19 
BELL'S PALSY | VACCINE | 1055742-1 | Bells Palsy onset 3 weeks post vaccination. 

(COVID19) 

CoOvID19 Numbness and tingling on R side of the face with drooping of eyelids and face currently on day7 
BELL'S PALSY |VACCINE 1055808-1 diagnosed Bells Pals 

(COVID19) g y 

COVID19 
BELL'S PALSY | VACCINE | 1056024-1 | reoccurrence of left bell's palsy 

(COVID19) 


"Throat felt like it was closing and had difficulty swallowing (that subsided quickly) 45 minutes 
COVID19 after the shot, the right side of my face felt numb and tingly (Felt like when novocaine is wearing 
BELL'S PALSY |VACCINE | 1056036-1 | off.) Continued for 48 hours and worsened with slight drooping when smiling. Clearing my throat a 
(COVID19) lot and my right eye keeps tearing up. The doctor confirmed it was ""Bell's Palsy"" this morning 


and I have been put on Prednisone." 


COVID19 

BELL'S PALSY |VACCINE | 1056847-1 | Bells Palsy 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 1057319-1 | Bell's palsy 
(COVID19) 


Symptoms as VAERS 1D Adverse Event Description 


1 Week after injection (Feb 10) developed swelling, redness, itching around injection site. Also felt 
COVID19 know in muscle at injection site. after one week treated site with Cortisone cream relived 
BELL'S PALSY |VACCINE | 1057814-1 | symptoms. On Feb 17 developed symptoms of Bell's Paulsy on left side of face: lip and left nostril 
(COVID19) felt swollen, gums sore, difficulty drinking from straw and eating. Saw neurologists on Feb 25 said 


symptoms were consistent with Bell's Paulsy. 


"Per patient, he received his second dose of Pfizer COVID-19 vaccine on 02/20/2021. 
Approximately 48 hours later, he developed left-sided lip paralysis. He went to his doctor that day, 
no medications were prescribed and no tests were ordered. Over the next 24 hours, he states that 
COVIDA his symptoms pro ivel ned and n the left side of his fi ms ""completel 
BELL'S PALSY | VACCINE | 1058467-1 PEON Ss ProgreSSIVEy Ors eee ana NOW te er SICE 0f nis Tace see p'etety 
(COVID19) paralyzed. He described left ear pain, increased sensitivity to loud sounds, runny nose, and 
inability to close his left eye. He saw another doctor the next day, who diagnosed Bell's Palsy and 
prescribed valacyclovir for 7 days. Patient also noticed a transient ""crooked smile"" after his first 
dose of Pfizer vaccine, but did not relate this" 

COVID19 
BELL'S PALSY |VACCINE 1058494-1 Bell's Palsy 

(COVID19) 

COVID19 
BELL'S PALSY |VACCINE 1058784-1 Bell's palsy left side of face 

(COVID19) 

COVID19 
BELL'S PALSY |VACCINE 1058826-1 Bells Palsy on the right side of the face 

(COVID19) 


COVID19 Day after second dose symptoms thought to be a stroke occurred. Patient was given a clean bill of 
BELL'S PALSY | VACCINE | 1059704-1 health at ER in hospital. Following day 2/16/2021 patient went to clinic to find out why face was 
(COVID19) ~~ | dropping and speech was slurred. Primary Care Provider diagnosed patient as having Bell's Palsy 


(see physicians report). 


COVID19 Patient experienced difficulty speaking and drooping on right side of face. Patient did not contact 
BELL'S PALSY |VACCINE | 1059897-1 | anyone that day, but waited until the morning after and then went to the ER and was diagnosed 

(COVID19) with Bell's Palsy. 

CoOVvID19 I received 2nd dose of vaccine on Jan 11. On the date above I developed eye irritation. The next 
BELL'S PALSY |VACCINE 1060055-1 f fan . " 

day I couldn?t blink that eye and was diagnosed with Bells Palsy. 

(COVID19) 

COVID19 Pt states he developed Bell's palsy two weeks after his first Covid vaccine. He states he saw his 
BELL'S PALSY |VACCINE | 1060108-1 | PCP. His PCP recommended he still get the second injection-but to put it off as long as possible. Pt 

(COVID19) said the symptoms from Bell's Palsy have entirely resolved. 

COVID19 
BELL'S PALSY | VACCINE | 1060279-1 | Two days after the shot, I developed Bells Palsy 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE | 1060370-1 | Sudden onset of Bell?s Palsy. Temporary paralysis of left side of face. 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE | 1061087-1 | Bell's Palsy. Pt currently undergoing treatment with prednisone and valacylovir 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE Bell?s palsy 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE 1061170-1 Bell's Palsy 

(COVID19) 

COVID19 On the 26th, I started noticing it was hard to close my right eye and when I woke up for work on 
BELL'S PALSY |VACCINE | 1061199-1 | Saturday the 27th, I realized I was completely numb and after visiting the Emergency Room it was 

(COVID19) determined that I had developed Bell's Palsy. 


COVID19 
BELL'S PALSY | VACCINE | 1062597-1 | L facial droop, DX= Bells Palsy 
(COVID19) 


Patient is a 49 y.o. female hx of asthma, GERD p/w L sided lower and upper facial droop in the 
context of receiving Moderna vaccine 2 days ago. Reports she noticed the facial droop a few hours 
after receiving the vaccine. Also has had generalized myalgias, denies f/c. Denies camping 
trips/going in the woods, never been diagnosed with lyme disease. Denies rash, hearing changes, 
COVID19 vision changes, CP, SOB, abd pain, n/v/d/c, f/c, dysuria pain/weakness/numbness of the 
BELL'S PALSY |VACCINE | 1062606-1 extremities, Pt received first dose of Covid vaccine on 2/20/2021. A few hours later noted mild 
(COVID19) ~~ | facial droop, started to note numbness getting worse over 2 day period and presented to ED. Had 
labs, lyme negative. Diagnosed with bells palsy and discharged on prednisone, has 2 days left. The 
following day symptoms started to improve and she feels they fully resolved at this point. BP was 
elevated in ED, she reports she doesn't have a BP cuff at home but will get one. Feeling well overall 


but does occasionally experiencing symptoms of heart racing and chest tightness. Attributes this to 
anxiety and stress, mother just passed away. Denies CP, syncope. 


Started with numbness and tingling in the left side of my face, lips and tongue. Went to ER (5:00 
PM 2/25/21). They did bloodwork and 2 CT scans. CT scans were inconclusive so I was transferred 
COVID19 (9:45 PM 2/25/21), admitted and an MRI scheduled for 24 hours later. MRI (12:00 AM 2/27/21) 
BELL'S PALSY |VACCINE | 1062701-1 | was negative for stroke. Beginning stages of Bells Palsy was diagnosed. Prescribed Prednisone, 
(COVID19) Lipitor, Valtrex, and baby aspirin upon discharge 1:45 PM 2/27/21). By 2/28/21 symptoms had 
increased to the point where I can not suck through a straw, speaking is difficult and overall, 
extreme loss of muscle control in my face and feel like I have a bad head cold. 


COVID19 Resident presented with stroke like symptoms on 2/27/21 and was transferred to the emergency 
BELL'S PALSY |VACCINE | 1062740-1 | room. She was diagnosed with Bell's Palsy and sent back to the facility. Resident received 1st dose 
(COVID19) of Pfizer vaccine on 1/24/21 and 2nd dose on 2/14/21. 


Symptoms as VAERS 1D Adverse Event Description 


Feb 15, 2021 Monday, I started feeling pain on the right portion of my neck; Feb 16, 2021 
Tuesday, I felt the pain radiating inside my right ear and had a mild headache. Tuesday evening, 
COVID19 my wife noticed that I am not fully blinking/closing my right eye; Feb 17, 2021 Wednesday, I didn't 
BELL'S PALSY | VACCINE | 1062896-1 | have the same pain but there's numbness on my right cheek extending to my right lips. 
(COVID19) Wednesday afternoon around 2pm, I went to my dentist thinking it was due to my Invisalign which 
I started on Jan 25, 2021. The dentist told me it is most likely Bell's palsy so I decided to go to 


Emergency. 


COVID19 I developed Bell's palsy on 2/21/2021, I do have a previous hx of this . It's a very mild case . On 
BELL'S PALSY | VACCINE | 1062907-1 | 3/01/2021 I suffered a TIA. Waiting on getting MRI to see if there's any blockage. All my vital 

(COVID19) signs were within normal limits. Not for sure there's a correlation . 

COVID19 
BELL'S PALSY | VACCINE Diagnosed with Bells Palsy 

(COVID19) 

CoOVvID19 Developed Belle's Palsey on left side of face exactly one week after first shot. Doctor says it may or 
BELL'S PALSY |VACCINE 1063109-1 may not conie from the vaccine i 

(COVID19) y ' 

COVID19 
BELL'S PALSY |VACCINE Bell's Palsy 

(COVID19) 


Within 5 minutes after 1st dose I became dizzy and hot. This went away after 30 minutes. This 
continued each day for a week. I?m dec 29 I was treated for Bell?s palsy. My face was numb on 
COVID19 the right side, later progressed to my entire right side of my body. A few days later I wasn?t able 
BELL'S PALSY | VACCINE | 1063389-1 | to get out of bed I was extremely weak, fatigue. Had a hard time walking. Went to the er on 


(COVID19) January 3rd. Treated for migraine with paresthesia. Continued to have vertigo, numbness, 
weakness, fatigue. Also, had anxiety and panic attacks. Vision is now blurry, a s constantly seeing 
floaters. Also, I now have issues with fluid in my ear that won?t go away. 


2/19/21 patient notice lump under Lt arm (painful), which resolved in 1 week. On 2/25/21 she felt 
COVID19 tightness and pressure on Lt side of the neck and behind Lt ear which was progressing to 
BELL'S PALSY | VACCINE | 1063497-1 numbness. On 2/28/21 she noticed LT facial droop and consulted her MD, who diagnosed her with 
(COVID19) ~~ | Bell's Palsy and informed her that could be a side effect from Covid 19 vaccine.patient says that 
her Lt side of face is still numb and she cannot close her Lt eye, which causes dryness and 


discomfort. She was started on antiviral medication and steroids by mouth. 


COVID19 
BELL'S PALSY |VACCINE 1063843-1 bells palsy 
(COVID19) 
COVID19 Patient received his Moderna # two vaccination on 2/22 then developed four days later (2/26) left 
BELL'S PALSY | VACCINE facial numbness along with a facial droop c/w Bells palsy. The patient was seen on 3/1 and 
(COVID19) clinically his Bell's palsy had resolved. 
COVID19 Developed left sided facial droop on afternoon of 3/1/2021. was seen clinic internal medicine. 
BELL'S PALSY | VACCINE | 1063990-1 | Diagnosed with probable Bell's Palsy at outpt clinic prior to CT and MRI, treated with prednisone 
(COVID19) taper and valcyclovir. Pt scheduled for 2nd covid vaccine on 3/5/2021 
COVID19 On 2/22/2021, started to feel numbing sensation in mouth. On 2/26/2021, left side of face started 
BELL'S PALSY |VACCINE | 1064426-1 | to become paralyzed. On 2/28/2021, left side of face became totally paralyzed and went to ER 
(COVID19) because worried it was a sign of a stroke. 
COVID19 
BELL'S PALSY | VACCINE 1064434-1 Bell's Palsy 
(COVID19) 


I had Moderna shot #2 on Monday morning, Feb 22, 2021. The next day I was brushing my teeth 
COVID19 and noticed I could not spit as usual. Then Wed, Feb 24, my left eye drooped down and I could not 
BELL'S PALSY | VACCINE | 1064445-1 | control it. Also, the left side of my mouth drooped. I could not control it either. Difficulty eating. 
(COVID19) Went to Urgent Care Monday, March 1. They sent me to ER where doctor diagnosed me with Bell's 


Palsy. 


BELL'S PALSY Cone 4064650-1 Bell's Palsy - left facial droop 3 days after administration. Went to primary dr. and got rx for Valtrex 
(COVID19) ~~~ | and Prednisone. 
COVID19 
BELL'S PALSY | VACCINE 1064670-1 | Bell?s Palsy 
(COVID19) 
COVID19 She received Moderna COVID-19 vaccine 2/17/21 and developed symptoms of left ear discomfort 
BELL'S PALSY |VACCINE | 1065729-1 followed by left sided facial and eye droop on 2/27/21. She was seen by MD on 2/27/21 and was 
(COVID19) “| confirmed to have Bell's Palsy. She was given prednisone with taper and valacyclovir for 7 days. 


Also advised to wear an eye patch. 


COVID19 Jaw pain started on 2/19/21. Over 24 hours, it progressed to numbness and paralysis of the right 
BELL'S PALSY | VACCINE | 1066062-1 side of the face. Patient was diagnosed with Bells Palsy on the evening of 2/20/21. As of today's 
(COVID19) ~ | date, patient is still experiencing periodic right sided facial paralysis, jaw pain, taste disturbances, 


and distorted hearing. 


COVID19 aude 
BELL'S PALSY |VACCINE | 1066244-1 Bell Palsy, Rt face weakness, Adult. Treating with Valacyclovir HCL 1gm tab #21/21, 1 tab for 7 
(COVID19) ~~~- | days; and Prednisone 20mg tab, 3 tabs per day for 7 days. 


1/8 vaccination *1-8-1/11 I felt fine 1/12 7am, when i woke up my eye was goopy, sticky, L eye. I 
COVID19 could not blink. I noticed more problems later in the day; my mouth wasn't working properly 
BELL'S PALSY | VACCINE | 1066277-1 (couldn't eat properly). I tried to call and make appt with PCP. Informed to go smile in front of 
(COVID19) ~~ | mirror, my smile was sagging on L side. Informed to call 911. TX to hospital, for possible stroke. 
Dr. ran tests Dr. audio / visual consult *diagnosed with Bells Palsy 1/21 started to feel better 


**2/5/2021 2nd vaccination 


COVID19 
BELL'S PALSY | VACCINE | 1066388-1 | On 2/22 I woke up with and went to the ER, it was determined that I have Bells Palsy. 
(COVID19) 


COVID19 38 year old male presented to the ED with weakness to the left side of the face beginning 45 
BELL'S PALSY | VACCINE | 1066499-1 minutes prior to arrival. He stated that he had his COVID vaccine 2 days prior. He states the day 
(COVID19) “~~~ | after he began to lose his sense of taste and he has a weird feeling in his right arm as well. 
Diagnosed with Bell's Palsy. Started on valacyclovir as well as a prednisone taper. 


Symptoms ee VAERS 1D Adverse Event Description 
comes Developed Bells Pal 02/21/2021. Presented to hospital 02/22/2021. Treated with Predni 
BELL'S PALSY |VACCINE | 1066546-1 eveloped Bells Palsy on /21/ . Presented to hospita /22/ . Treated wi rednisone 
(COVID19) “~~~ | and Valacyclovir Is improved 


Sunday, February 28, 2021 around 7:30 to 9:00 consumer said the left side of his mouth felt 
different. Then as time went by we both noticed the left side was different. Couldn't smile on left 
COVID19 side like the right side. His right eye blinked a lot more than the left eye. We did FAST testing for 
BELL'S PALSY | VACCINE | 1066727-1 strokes. He was fine with his arms & legs. We went to the medical center around 2:00 p.m. They 
(COVID19) ~~~ | checked him out did a CAT Scan, they seem to think it is Bell's Palsy. The put him on Prednisone 
and Valacyclovir and Eye Lubricant Drops. Consumer had a follow up with Dr on Tuesday March 2, 
2021 at 8:45. He agrees with the diagnosis, however Dr wants consumer to Have an Ultra Sound 
on Neck and MRI Wednesday March 3, 2021 at 3:00 for US and 4:00 for MRI. 
COVID19 
VACCINE Bells palsy developed 2 d later. 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 1066940-1 Bells Palsy 
pausensr (COVID19) sos 
COVID19 
VACCINE Bells Palsy, right side of face - decreasing somewhat 
(COVID19) 
COVID19 tinali i . : ; . 
BELL'S PALSY |VACCINE | 1067238-1 ingling above lip on Sunday, went into left cheek, tightness in eye muscle, lymph node pain, It- 
(COVID19) ———=~— | headache in occipital bone -2/26 went to hospital, paralyzed in left side of face, bells palsy 


COVID19 Second dose of Covid vaccine given on 2/7/21. Administered at central location. Taken to hospital 
BELL'S PALSY |VACCINE | 1067420-1 | for possible stroke like symptoms with drooping to right eye and mouth, difficulty swallowing, and 
(COVID19) feeling odd. Admitted and treated from 2/18/21 thru 2/22/21. 


Bell?s palsy, systemic rash, allergic reaction. Patient woke up 02/27 with allergic reaction including 
copious mucus in nose and throat and coughing which lasted 1 hour +. When recovered somewhat 
patient?s left lower was swollen and it felt like she had received shot of Novocain. Symptoms 
COVID19 resolved within about 2 hr after taking 25 mg Benadryl. Sunday evening 2/28, patient noticed itchy 
BELL'S PALSY |VACCINE | 1067436-1 | rash over body (mostly torso and in ?hot spots?) and mild lip numbness also. She took more 
(COVID19) Benadryl thru the night (every 4hours) helped. Monday all were worse. So patient called her PCP 
and they advised her to go to ER. She went to hospital. There she was diagnosed with post dose 


reaction to covid vaccine (Moderna) and given prednisone, albuturol inhaler and Pepcid 
prescriptions in addition to Benadryl around the clock. 


COVID19 
BELL'S PALSY | VACCINE | 1068634-1 | Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1068705-1 | Bell's palsy, facial paralyzes. 
(COVID19) 


COVID19 Drooping Left side of face. Was advised to go to hospital for possible stroke. He was completely 
BELL'S PALSY |VACCINE | 1068729-1 | tested and checked for possible stroke. Was given DX of Bell?s Palsy along with scripts for steroids 
(COVID19) and antiviral. 


Shortly after receiving shot in left shoulder, I began to feel sensitivity/tingling in left jaw. A few 
minutes later, the left side of my face felt heavy/full/numb/tingling. This persisted throughout the 
COVID19 remainder of the day along with feeling woozy and having a bad headache. Headache and 
BELL'S PALSY |VACCINE | 1068809-1 | wooziness were gone by next day but left facial heaviness, fullness, numbness and tingling 
(COVID19) persisted and is still present today. Not as bad today but still under left eye, along left jaw and 
mouth, and parts of left cheek. Had teledoc visit with doctor the evening of the shot and he 


diagnosed as Bell's Palsy. 


COVID19 On 2/28/21 I began feeling numbness on the right side of my tongue and mouth. 3/1/21 
BELL'S PALSY | VACCINE | 1068832-1 numbness/weakness began spreading to my right cheek and right side of lips. By 3/2/21 the 
(COVID19) ~~~ | numbness weakness covered the entire right side of my face and caused mouth and eye droop. 
Went to the ER and was diagnosed with Bell?s Palsy. 
COVID19 i . F ; . í : ’ 
BELL'S PALSY |VACCINE | 1068877-1 right sided facial palsy, consistent with Bell's palsy, grade 3 treatment with prednisone and 
(COVID19) ~~~ | valacyclovir for 7 days with improvement to grade 2 by 1 week 
COVID19 
BELL'S PALSY | VACCINE | 1069019-1 | BELL'S PALSY, FACIAL PARALYSIS 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1069248-1 | Activated Bells Palsy from over 25 years prior! 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1069285-1 | Bells palsy 10 days after vaccine given. Has resolved now. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1069657-1 Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1069769-1 | Severe arthralgias, Bell's palsy, nausea, vomiting, palpitations 
(COVID19) 
coving Bells pal tient tested + fi id at the time of luation, she i tomatic and 
BELL'S PALSY | VACCINE | 1069824-1 ells palsy, patient tested + for covid at the time of my evaluation, she is symptomatic and was 
(COVID19) ————-—_ | symptomatic at the time of the vaccine. pt developed right Bells palsy 2 days after vaccine given 


Left sided facial weakness, tongue feels numb on left side, speech just a little off but no left arm 

COVID19 weakness or anything else. Ear pain on the left side and headache. CT Head done on 2/26/21 at 

BELL'S PALSY |VACCINE | 1069842-1 | ER resulting in no acute intracranial process. Diagnosed with Bell's Palsy and started on 7 days of 
(COVID19) Valacyclovir HCL 1 gram - 3 times a day and Prednisone 20mg - 3 in the morning for 5 days. 


Completed course of Prednisone morning of 03/03/2021. Symptoms no better with medications. 


Symptoms Se VAERS 1D Adverse Event Description 


Bell,s Palsy 02/27/2021 Shot given 02/11/2021 2/20 Start of very sore scalp, sore throat, left ear 
COVID19 ache, stiff neck/knotted up muscles. No Fever. 2/25 Rapid Covid test, Negative. PCR taken, result 
BELL'S PALSY |VACCINE | 1069950-1 | Negative. Rapid Strep test, Negative . Throat culture for other possible bacteria taken, result 
(COVID19) Negative. Diagnosis possible viral infection. No visible inflammation of the throat or inner ear. No 


Fever. 


BELL'S PALSY vie GE 4070031-1 Facial droop and numbness on left side of face. Symptoms started morning of 02/27/2021 and 
(coviID19); it” continue as of today 03/03/2021. 


"Bell's Palsy per emergency department. Per ED note: ""She states initially she had some sore left 
COVID19 arm that got very sore by Saturday night but then she awakened with facial numbness on Sunday 
BELL'S PALSY |VACCINE | 1070068-1 | She describes it as an inflamed feeling as if she is seen at at the dentist initially started on the right 
(COVID19) ~~~ | then went to the left by Sunday night she had bilateral facial numbness and today however it is 
only on the left side. She describes difficulty closing her left eye by last night and difficulty drinking 


and she drools."" Treated with Prednisone ." 


Bell's Palsy; A spontaneous report was received from a Consumer regarding his wife who received 
the first dose of Moderna Covid-19 vaccine and have experienced Bell's palsy. The patient's medical 
history was not provided. Her concomitant medication is thyroxine. No information on allergies. On 
04-FEB-2021, prior to the onset of events, the patient received first of two planned doses of Covid- 
19 vaccine intramuscularly for the prophylaxis of Covid-19 infection. On 11-FEB-2021, patient 

COVID19 noticed excessive watering from her right eye, next day on 12-FEB-2021, she felt jaw pain on right 

BELL'S PALSY |VACCINE | 1070488-1 | side of her mouth and her lip began to droop. On13-FEB-2021, patient was taken to ER where she 

(COVID19) was diagnosed with Bell's Palsy. She was treated with antivirals and steroids. She is recovering, but 
still side effects are present. Action taken with the 2nd dose of vaccine was not reported. The 
outcome of the event Bell's Palsy is still recovering at the time of report.; Reporter's Comments: 
Based on the current available information and temporal association between the use of the 


product and the start date of the event, a causal relationship cannot be excluded. Very limited 
information regarding this event has been provided at this time. 


Bells Palsy; This is a spontaneous report from Pfizer-sponsored program. A contactable healthcare 
professional reported that a patient of unspecified age and gender received BNT162B2 (Pfizer- 
BioNTech COVID-19 mRNA vaccine), via an unspecified route of administration, first dose on 
27Jan2021 at single dose for COVID-19 vaccination. The patient's medical history and concomitant 
medications were not reported. The patient received first COVID vaccine 27Jan2021 and was 
COVID19 diagnosed with Bells Palsy on 10Feb2021. The outcome of the events was unknown. Information 
BELL'S PALSY | VACCINE | 1070698-1 | °" the lot/batch number has been requested.; Sender's Comments: Based on the current available 
(COVID19) ~~~ | information and the plausible drug-event temporal association, a possible contributory role of the 
suspect product BNT162B2 to the development of event Bell's palsy cannot be excluded. The case 
will be reassessed if additional information becomes available. The impact of this report on the 
benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety 


evaluation, including the review and analysis of aggregate data for adverse events. Any safety 
concern identified as part of this review, as well as any appropriate action in response, will be 
promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate. 


COVID19 
BELL'S PALSY |VACCINE | 1070899-1 | Developed Bells Palsy after 4 days it eventually resolved and patient came back for second dose 
(COVID19) 


Bell,s Palsy 02/27/2021 Shot given 02/11/2021 2/20 Start of very sore scalp, sore throat, left ear 
ache, stiff neck/knotted up muscles. No Fever. 2/25 Dr office, Rapid Covid test, Negative. PCR 
taken, result Negative. Rapid Strep test, Negative . Throat culture for other possible bacteria 
taken, result Negative. Diagnosis possible viral infection. No visible inflammation of the throat or 
inner ear. No Fever. 2/26 Dr office, Left outer ear reddened and swollen but no swelling of or 

COVID19 reddening of the ear canal. Sharp pain in ear throughout the day 3-5 times per hour. Light 

BELL'S PALSY | VACCINE | 1070968-1 headedness and occasional nausea. Sore throat, ear ache, very sore scalp, stiff neck/knotted up. 

(COVID19) ——— Augmentin was prescribed to treat the inflamed outer ear. Diagnosis remained possible viral 
infection. No fever. 2/27 ER Entered ER because of swollen left eye, swollen lips and for CT scan for 
possible abscess near throat or ear. The CT scan was negative. Later in day lost use of left facial 
muscle and Bell's Palsy was diagnosed. Shingles was also thought to be an issue but characteristic 
blisters were not present on scalp, ears, face or other parts of the body. Valacyclovir HCL (Valtrex ) 


was prescribed for the Bell's Palsy and possible shingles. 2/28 Dr office, Reviewed ER findings and 
noted there was still no inflammation of the ear canal. Prescribed oxycodone if needed for pain. 


COVID19 I could not go to sleep on Sunday night February 28th, after only a couple hours sleep I woke to 
BELL'S PALSY | VACCINE | 1070981-1 watery eyes. Symptoms progressed throughout the day. I went to urgent care clinic on Tuesday, 
(COVID19) ~~ | March 2nd and they sent me straight to ER and I was diagnosed with Bell's Palsy. I cannot shut 


one eye, tingling of face, mouth, and tongue. I was prescribed and antibiotic and steroid. 


Mild bell's palsy; Sore arm; A spontaneous report( was received from a 72 years old, female 
patient who received Moderna's COVID-19 vaccine(mRNA-1273) and experienced events of sore 
arm and mild bell's palsy(facial palsy). The patient's medical history was not provide .No relevant 
concomitant medications were reported. ON 02-Feb-2021, prior to the onset of the events, the 
patient received their first dose of mRNA-1273 (lot: unknown) intramuscularly in the right arm for 
prophylaxis of COVID-19 infection. On 02-Feb-2021, post vaccination, the patient reported that her 

COVID19 right arm was sore for a few days. No treatment information was provided. On 09 Feb 2021, the 

BELL'S PALSY | VACCINE | 1071122-1 patient has extensive dental work in one side as the dentist tried to put an implant in and was 

(COVID19) ~~~ | unable to. On an undisclosed date, days following dental work, her lips on the left and right of her 
face were not matching. She stated that the rest of her face was fine. On an undisclosed date, her 
dentist and primary care physician diagnosed her with an extremely mild case of Bell's Palsy 
caused by the extensive dental work. The treatment received for the event included steroid 
injection. The outcome of the events was unknown.; Reporter's Comments: Patient's dentist and 
primary care physician diagnosed her with an extremely mild case of Bell's Palsy caused by the 
extensive dental work. Based on reporter's causality provided, the event is assessed as unlikely 
related to mRNA-1273. 


COVID19 
BELL'S PALSY | VACCINE | 1071259-1 | Bells Palsey 
(COVID19) 


COVID19 Bell's palsy-left eye upper lid swollen, pain left side of face, asymmetric smile. mild case with no 
BELL'S PALSY |VACCINE | 1071267-1 | difficulty swallowing, able to close eye. treated with prednisone. onset within 24hrs following 
(COVID19) moderna vaccine. 


Symptoms ae VAERS ID Adverse Event Description 


COVID19 

BELL'S PALSY | VACCINE | 1071431-1 | Left sided facial paralysis, Bell's palsy 
(COVID19) 

COVID19 

BELL'S PALSY | VACCINE | 1071599-1 | Bells Palsy-treated with Prednisone 

(COVID19) 


COVID19 "patient diagnosed with Bells Palsy on 3/3/21 at ER. patient reported having symptoms on 3/2/21 
BELL'S PALSY | VACCINE | 1071718-1 | patient went to brush her teeth and water was dripping patient looked at the mirror and saw her 
(COVID19) mouth ""had shifted" . patient also reported headaches" 


On 2/4 patient recieved 1st dose of COVID vaccination and experienced headache and arm pain. 
On 2/23 patient received 2nd dose of COVID vaccination at 12:47 p.m. Noticed headache at base 
COVID19 of head and took Ibuprofen for relief. On 2/26 at 1:30 pm patient noticed that her right eye was 
BELL'S PALSY | VACCINE | 1071724-1 not closing well. Had to force eye closed. On 2/27 early in the morning patient's eyebrows were 
(COVID19) ~~ | not moving and it was still hard to close right eye. Stated that the right side of her face was 'not 
working’. Presented Emergency Department around 8:30 a.m. with complaints of facial numbness. 
Full workup led to diagnosis of Bell's Palsy. Initiated Acyclovir and Prednisone and discharged to 


home. 


After first dose which was on a Friday 01/15/2021 I started to get a rash on my neck, then over 
the weekend I got hives on my body. Then I called my Dr and he administered a steroid injection. 
Then it got better. After the second dose I received it on 02/ 12/21 and then on 02/26/2021 I did 
COVID19 not fell well at all at work I told my SV I felt my right side of my face going numb, but I continued 
BELL'S PALSY | VACCINE | 1071740-1 | to work. Then later that night I notice my face I could not move it, and as I have a lot of medical 
(COVID19) knowledge I knew it was not a stroke, but Bell's palsy. I emailed my provider and he confirmed it 
was Bell's palsy and started me on a steroid medication. I am still on the medication and my face 
is still numb and droopy and I can not eat nor drink like normal, so while at work I try not to eat as 


it is very difficult and I shock and do not want my other co-workers seeing me this way. 


COVID19 
BELL'S PALSY |VACCINE | 1071837-1 | Bell?s palsy , prescribed prednisone and Valtrex Prognosis: should start to clear up in 2 weeks 
(COVID19) 


Received first dose of Moderna vaccine on Tuesday 2/23/2021 and began to feel tingling on the 
right side of my head and an ear ache the next day (Wednesday 2/24/2021). The symptoms got 
COVID19 progressively worse over the next few days and on Sunday 2/28/2021 the right side of my face 
BELL'S PALSY |VACCINE | 1071998-1 | was completely paralyzed. I sought emergency care at Hospital Emergency Room where I was 
(COVID19) diagnosed with Bells Palsy. The doctor who treated me strongly believes that the Bells Palsy was 
due to the Moderna vaccine. Today (9 days post vaccine) the entire right side of my face continues 


to be completely paralyzed with no signs of improvement. 


Bell Palsy; This is a spontaneous report from a contactable consumer (patient) reported that a 68- 
year-old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, lot number: EN6201), via an unspecified route of administration on the left arm on 
17Feb2021 11:30 at a single dose for covid-19 immunization. The vaccine was administered at the 
hospital. Medical history included blood pressure, cholesterol, and gastrooesophageal reflux 
COVID19 disease (GERD); all from an unknown date. Patient was not pregnant at the time of vaccination. 
BELL'S PALSY |VACCINE | 1072550-1 | Concomitant medications included benazepril, oxybutynin hydrochloride (OXYBUTININ ACCORD), 
(COVID19) ezetimibe, fenofibric acid, and esomeprazole; all were taken from an unspecified date for an 
unspecified indication. The patient experienced facial numbness then the patient went to the ER 
and was diagnosed with Bell's palsy on 17Feb2021 16:00. The patient underwent lab tests and 
procedures which included computerised tomogram: unknown result on an unspecified date. 


Therapeutic measures were taken as a result of bell palsy. The outcome of the event was not 
recovered. 


Diagnosed with Bell's Palsy on 19Feb2021; This is a spontaneous report from a contactable 
healthcare professional (patient). A 54-year-old male patient received BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE, solution for injection, batch/lot number and expiration date were 
unknown), via an unspecified route of administration at the right arm on 06Jan2021 at a single 
dose for COVID-19 immunization. The vaccine was administered to the patient at a hospital. The 
patient had no COVID prior to vaccination. The patient's medical history was not reported. 
Concomitant medication included lisinopril and metoprolol. The patient had no other vaccine in four 

COVID19 weeks. The patient was diagnosed with Bell's Palsy on 19Feb2021 (start of event was reported as 

BELL'S PALSY | VACCINE | 1072553-1 | 19Feb2021 at 06:15 AM). The event resulted in doctor or other healthcare professional office/clinic 

(COVID19) “~~~ | visit. The patient had COVID test post vaccination which was a nasal swab with unknown results on 
an unspecified date in 2021. Therapeutic measures were taken as a result of event Bell's Palsy 
which included unspecified medication. The outcome of the event was not recovered. Information 
on the lot/batch number has been requested.; Sender's Comments: The possibility that suspect 
drug may have contributed to the reported event cannot be excluded. The impact of this report on 
the benefit/risk profile of the Pfizer drug is evaluated as part of Pfizer procedures for safety 


evaluation, including the review and analysis of aggregate data for adverse events. Any safety 
concern identified as part of this review, as well as any appropriate action in response, will be 
promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate. 


COVID19 
BELL'S PALSY | VACCINE | 1072723-1 | Patient developed Bells Palsy 
(COVID19) 


COVID19 Bell's Palsy occurred on right side of face , beginning 3 days after injection. Treated with steroids 
BELL'S PALSY | VACCINE | 1072809-1 by primary care physician. Followed up with neurologist who ordered bloodwork and MRI (awaiting 
(COVID19) ~~~ | results). 3 weeks later, palsy still has not resolved. It was advised to wait at least 6 weeks and 


until the palsy is resolved before getting the second Moderna shot. 


COVID19 : Par , 
; Patient developed paralysis in half of face about 1 month after Moderna COVID vaccine dose 2. She 
ree ET MULLER was evaluated at urgent care facility, diagnosed with Bell's palsy, and treated with steroid injection. 


BELL'S PALSY E 1072965-1 | 02/18/2021 developed Bells Palsey on left side of head and face Dr prescribed steroids and viral 
(COVID19) “=~ | infection meds which I started 02/19/2021 and 02/20/2021 for 7 days Symptoms have receded 


Symptoms eee [symptoms | Vaccine |yaersro| adverse Event Description = Adverse Event Description 


Bells Palsy; Numbness in left side of face; A spontaneous report was received from a consumer 
who was also a 43 year old, male patient who received Moderna's COVID-19 vaccine (mRNA-1273) 
and who experienced Bell's Palsy / facial paralysis and numbness in left side of face / 
hypoaesthesia. The patient's medical history was not provided. No relevant concomitant 
medications were reported. On 17 Feb 2021 at 3:15 pm, approximately 25 minutes prior to the 
onset of the events, the patient received their first of two planned doses of mRNA-1273 (Lot 
COVID19 number: 013M20A) intramuscularly in the upper left arm for prophylaxis of COVID-19 infection. On 
BELL'S PALSY |VACCINE | 1073473-1 | 17 Feb 2021, about 25 minutes after receiving the vaccination administration, the patient reported 


(COVID19) numbness on the left side of his face. His doctor informed him that he had Bell's Palsy and to take 
diphenhydramine. Consent to follow up from safety was provided by the patient. Action taken with 
the first dose of mRNA-1273 vaccine was not reported. The events, Bell's Palsy and numbness in 
left side of face, were ongoing at the time of this report.; Reporter's Comments: Based on the 
current available information and temporal association between the use of the product and the 
start date of the event, a causal relationship cannot be excluded. Further information has been 
requested. 


Bell's Palsy; eye twitching; dizziness; This is a spontaneous report from contactable consumers 
(one was patient). A 56-year-old female patient received second dose of bnt162b2 (PFIZER- 
BIONTECH COVID-19 mRNA VACCINE, lot number: EN6200, expiry date not reported), via an 
unspecified route of administration at the right arm on 20Feb2021 at single dose for COVID-19 
immunization. Medical history included food allergy (reported as allergy to walnuts). The patient 
was not pregnant at the time of vaccination. The patient did not receive any other vaccines within 
4 weeks prior to the COVID vaccine. The patient was vaccinated at a workplace clinic. The patient 
COVID19 was not diagnosed with COVID-19 prior to vaccination. Since the vaccination, the patient has not 
BELL'S PALSY |VACCINE | 1073653-1 | been tested for COVID-19. Concomitant medications were not reported. Historical vaccine included 
(COVID19) first dose of bnt162b2 (lot number: EL9265, expiry date: not reported) in the right arm on 
30Jan2021 10:30 at single dose for COVID-19 immunization but experienced face numbness and 
swelling throat/ear canal on right side. It was reported that the second dose was even worse than 
the first time and involved continued eye twitching and significant dizziness. The patient had not 
sought medical attention yet, but if it continued to get worse, she would call her doctor or (helpline 


number). The patient reported that it almost feels like Bell's Palsy on an unspecified date. It was 
unknown if treatment was received for Bell's palsy. Clinical outcome of Bell's palsy was not 
recovered, while for eye twitching and dizziness was unknown. 


Bell's palsy; She cannot talk real well right now; This is a spontaneous report from a contactable 
consumer reporting on behalf of the patient. A 67-year-old female patient received second dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; Solution for injection, Lot number: EN6200, 
unknown expiration), via an unspecified route of administration in right arm on 16Feb2021 at 
10:55 at a single dose for COVID-19 immunisation in a hospital. Medical history included 
chickenpox and measles (when she was a kid), COVID-19 in 2020 (last year), ongoing anxiety, 
ongoing blood pressure (abnormal), and ongoing insomnia. Concomitant medications included 
COVID19 pregabalin (LYRICA), celecoxib (CELEXA), and ongoing unspecified anxiety, blood pressure and 
BELL'S PALSY |VACCINE | 1073654-1 | insomnia medications. The patient received her first dose of BNT162B2 (lot number: EJ1686, 
(COVID19) unknown expiration) on 20Jan2021 at 11:33 in right arm for COVID-19 immunization. The 
patient's friend called on behalf of the patient because she cannot talk real well right now 
(Feb2021). The patient's friend confirmed that the patient went to emergency department and was 
told that she has Bell's palsy on 18Feb2021 at 14:00 and she has never had it before, and they did 
not know if it was a side effect from the COVID-19 vaccine or not. The patient received prednisone 


20mg 3 times a day, Valpex, antibiotic, and eye drops for right eye as treatments. Blood test was 
taken on 18Feb2021 with unknown result. The patient had not yet recovered from the events. No 
follow-up attempts are possible. No further information is expected. 


COVID19 
BELL'S PALSY |VACCINE | 1073780-1 | Bell's palsy 
(COVID19) 


COVID19 The night I got my first Covid vaccine, the left side of my face started to tingle and my jaw began 
BELL'S PALSY |VACCINE | 1074060-1 | to hurt. I took Tylenol and Ibuprofen, but the pain didn't subside. I made a doctor's appointment 
(COVID19) on 2/25/21, which is when I was diagnosed with Bells Palsy. 


Bell's Palsy; A spontaneous report was received from a consumer concerning an 82-year-old, 
female patient who received Moderna's Covid-19 vaccine (MRNA1273) and developed Bell's palsy 
and experienced pain and burning in eyes and a severe headache. . The patient's medical history 
includes heart disease. Products known to have been used by the patient, within two weeks prior 
to the event, included clopidogrel bisulfate. The patient received first of two planned dose of 
mMRNA-1273 (Batch Number 041L20A) intramuscularly on 14-JAN-2021 for prophylaxis of Covid-19 
COVID19 infection. On 18-FEB-2021, it was reported that the patient had eye pain and some symptoms of 
BELL'S PALSY | VACCINE | 1074153-1 | Bell's Palsy. On 19-FEB-2021, the symptoms worsened and so on 20-FEB-2021, the patient was 
(COVID19) taken to urgent care where she was diagnosed with Bell's palsy. The left side of the patient's face, 
according to her husband, was drooping and she was having trouble eating and drinking. The 
patient also had a severe headache. Treatment for the event included prednisone. Patient was also 
wearing a patch to help prevent pain. Action taken with mMRNA-1273 in response to the events was 


not provided. The outcome of the events, Bell's palsy was considered unknown.; Reporter's 
Comments: Very limited information regarding the events has been provided at ‘this time. Further 
information has been requested. 


Bell's palsy; A spontaneous report was received from a Consumer concerning an 88-years-old, 
female patient, who received Moderna's COVID-19 vaccine (MRNA-1273) and experienced Bell's 
palsy. The patient's medical history was not provided. No relevant concomitant medications were 
reported. The patient received their first of two planned doses of MRNA-1273 (Batch number: 
013L20A) intramuscularly for prophylaxis of COVID-19 infection on 11 Jan 2021. On 08 Feb 2021, 

COVID19 approximately 11 days prior to the onset of the symptoms, the patient received their second of two 

BELL'S PALSY |VACCINE | 1074156-1 | planned doses of mRNA-1273 (Batch number: 011M20A) intramuscularly in right arm for 

(COVID19) prophylaxis of COVID-19 infection. On 19 Feb 2021, the patient was diagnosed with Bell's palsy. 
Treatment details, as reported by the reporter, included prednisone. Action taken with MRNA-1273 
in response to the events was not applicable. The outcome of the event, Bell's Palsy was unknown 
on 23 Feb 2021.; Reporter's Comments: Based on the current available information and temporal 
association between the use of the product and the onset date of the event of Bell's palsy, a causal 
relationship cannot be excluded. 


COVID19 
BELL'S PALSY | VACCINE | 1074201-1 | Mild Bells Palsey - Droopy left eye, weak left side of mouth 
fee | 


Symptoms ‘Vaccine | vaes 10 | Adverse Event Description 
ype 
BELL'S PALSY ae GE 1074535-1 BELL PALSY left side of face and mouth. taking prednisone 20 mg tablet 3 each one time a day for 
(COVID19) “——~ | 7 days. started 3/1/21 still have BELL PALSY left side of face and mouth as of 3/5/21. 


COVID19 
BELL'S PALSY | VACCINE | 1074555-1 | Bell?s Palsy 
(COVID19) 


little bit sore; possible Bell's Palsy; left side of his face was swollen; Couldn't open his mouth; A 
Spontaneous case report was received from a consumer concerning a 67 year old male patient 
,who received Moderna's COVID-19 vaccine(mMRNA-1273) and experienced swelling face, facial 
paralysis, couldn't open his mouth and pain. The patient medical history, as provided by the 
reporter, included hypertension and type 2 diabetes. On 13-FEB-2021, prior to the onset of the 
events, the patient received their first of two planned doses of MRNA-1273(Lot number:024M20A) 
COVID19 in the left arm for prophylaxis of COVID-19 infection. On 13-FEB-2021, the patient felt his left side 
BELL'S PALSY |VACCINE | 1074598-1 | of his face was swollen, and he couldn't open his mouth. On 17-FEB-2021 he went to emergency 
(COVID19) room and diagnosed with possible Bells palsy. Lab tests was done: x-ray and imaging and couldn't 
find anything. On 26-FEB-2021 he also felt little bit sore. No treatment was given for the events. 
Action taken with mRNA-1273 in response to the events was unknown. The events ,swelling face, 
facial paralysis, couldn't open his mouth were considered resolving on 26-FEB-2021 and pain was 


considered as not recovered.; Reporter's Comments: Based on the current available information 
and temporal association between the use of the product and the onset date of the reported 
events, a causal relationship cannot be excluded. 


COVID19 4 days post vaccine I got Bells Palsy. Went to hospital for diagnosis on 5th day. Put on prednisone 
BELL'S PALSY | VACCINE | 1074647-1 and valtrex. Total paralysis on left side of face. Currently under the care of a neurologist, 
(COVID19) ~~~ | opthalmologist, acupuncture, massage and general practiioner. I tested COVID positive on 1/7 and 


1/21. Tested negative on 1/28. Received vaccine 25 days after negative test. 


COVID19 Patient presented 2/17 with left side bells palsey, left sided facial droop, facial paresthesia and 
BELL'S PALSY |VACCINE | 1074679-1 | diffuse headache. No acute findings on CT or MRI. Patient discharge 2/18. , hospitalizations are to 
(COVID19) be reported irrespective of attribution to the vaccine 


COVID19 
BELL'S PALSY | VACCINE | 1074709-1 | Right sided Bell's Palsy 
(COVID19) 


Unknown COVID vaccine. Patient did not receive the vaccine at our facility so unable to provide 
above information. Patient presented to the ED on 3/3/21. ED notes as follows 73 y.o. female who 
COVID19 arrived to the emergency department for Facial droop. Patient notes that she got her COVID 
BELL'S PALSY | VACCINE | 1074870-1 | vaccine on 2/26/21. States that she noted having a facial droop on 3/1/21 and does note that 
(COVID19) she's had prior history of Bell's palsy. States that he feels similar. She states that she cannot move 
the left side of her face or close her eye. She denies difficulty with ambulation numbness weakness 


or tingling of arms or legs, headache or other acute symptoms. Diagnosed with Bell's palsy 


COVID19 
BELL'S PALSY | VACCINE | 1075811-1 | Bells Palsey extreme tiredness headaches lymphatic pain soreness bodyaches 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1075998-1 | BELL'S PALSY LEFT SIDE OF FACE 
(COVID19) 


COVID19 , As z 
BELL'S PALSY | VACCINE | 1076137-1 Gradual onset of altered taste 2/24/21. . On 2/27/21, he noticed that his right eye could not squint 
(COVID19) ~~-~ E like his left. He was diagnosed with Bells Palsy by his PCP and started on Valacyclovir. 


"She is worried it might be Bell's Palsy; had a knot at the injection site of her left arm; Tingling 
sensation on her upper back which went up to her neck and head/tingling in my neck, face, lips 
and eyes; Burning and tingling in my neck and in my face and in my lips and in my eyes; Burning 
and tingling in my neck and in my face and in my lips and in my eyes; This is a spontaneous report 
from a contactable consumer. A 49-year-old female patient received second dose of BNT162b2 
(PFIZER-BIONTECH COVID-19 VACCINE, lot no: EH9899, Expiration date: not provided), 
intramuscular on the left arm on 19Jan2021 at a single dose for COVID-19 immunisation. The 
patient medical history and concomitant medications were not reported. The patient previously 
took first dose of BNT162b2 (PFIZER-BIONTECH COVID-19 VACCINE) at the age of 49-year-old for 
COVID-19 immunization. The patient was worried it might be bell's palsy (medically significant) on 
an unspecified date. she experienced side effects on 22Jan2021 after receiving the vaccine on 
19Jan2021. She had a knot at the injection site of her left arm on the first day. After 3 days, she 
COVID19 experienced a tingling sensation on her upper back which went up to her neck and head. It was 
BELL'S PALSY | VACCINE | 1076820-1 | not excruciating pain but had presence to be noticed. It had been there since that day and was not 
(COVID19) going away. She had been feeling it around her eyes and on her lips. She was worried it might be 
Bell's Palsy. She was asking for advice and if this had been reported. As soon as she get the 
second Covid Shot at the 19Jan it was about 2-3 days afterwards, it was on the Friday and it was 
about 2' O'clock, well she had the knot in my arm, her left arm where she received the IM 
(Intramuscular) vaccination (Covid Shot) and she had started having the symptoms of like burning 
and tingling in my neck and in my face and in my lips and in my eyes and that is not gone away 
and I still have that knot in my arm, I still have the burning and tingling. she had some blood work 
done like last Thursday to see if she had any kind of like rheumatoid problems to see arthritis or 
something but other than that no. Consumer stated, ""Well I work in the doctor office and the 
Physician the one he told me to get the blood work and it goes to the doctor office because I work 
in one. For treatment consumer stated, she had only been taking an Advil and it did not seem to 
help her. The outcome of the events was not recovered. Comments/Narrative: Patient will follow up 
with Physician next week. She is currently on vacations." 


COVID19 
BELL'S PALSY |VACCINE | 1076832-1 | Mild bell's palsy of the left face that started 4 days after the vaccine was given 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy; This is a spontaneous report from a contactable Physician and a consumer. A 72- 
years-old female patient (not pregnant) received first dose of bnt162b2 (PFIZER-BIONTECH 
COVID-19 VACCINE), intramuscular in Left arm on 05Feb2021 at single dose for covid-19 
immunisation. The patient medical history was not reported. No covid prior vaccination. 
Concomitant medication included ASA, levothyroxine sodium (SYNTHYROID), telmisartan and 
simvastatin (ZOCOR). There was no other vaccine in four weeks. The patient previously took 
COVID19 lisinopril and experienced allergy. The patient experienced bell's palsy on 20Feb2021 and treated 
ELL'S PALSY | VACCINE | 1076844-1 with prednisone. Event resulted in Doctor or other healthcare professional office/clinic visit. Covid 
(COVID19) ~~ ~~~ | did not test post vaccination. The outcome was unknown. Information about lot/batch number has 
been requested.; Sender's Comments: Based on available information, the Company considered 
the reported serious event as possibly associated to BNT162B2 injection, due to a plausible 
chronological relation. The impact of this report on the benefit/risk profile of the Pfizer product is 
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 


aggregate data for adverse events. Any safety concern identified as part of this review, as well as 
any appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics 
Committees and Investigators, as appropriate 


B 
Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 65-year-old 
female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, 
solution for injection, lot number: EN5318, expiration date: May2021), via an unspecified route of 
administration in the left arm on 31Jan2021 at 12:30 at a single dose for COVID-19 immunization. 
The vaccination was done at a hospital. The patient's medical history included Reynold's syndrome 
(21 years old at diagnosis), Sjogren's (diagnosed at 30 years old), mixed connective tissue disease 
(diagnosed around 30 years old), and fibromyalgia (late 40s at diagnosis). There were no 
concomitant medications. The patient previously received a tetanus shot for immunization on an 
COVID19 ao ies sie allergic to the sone m M A a kena a was 21 Pe sn 
e patient also got the new pneumonia shot on an in her left arm for immunization at the 
PELES FALSE (covbie) Lecea age of 65 years old. The patient got her first dose of BNT162B2 on 31Jan2021. The patient stated 
she was supposed to get second vaccine 21Feb2021 but that she went to emergency room 
13Feb2021 with extreme right eye pain and numbness in lip. She was diagnosed with Bell's palsy. 
The patient stated that she was not admitted to the hospital, and she just seen in the emergency 
room. It was reported that it initially worsened, that her eyes were definitely worse until a week 
later she was scheduled to see her physician and on Wednesday 17Feb2021 she started taking eye 


drops and now they have not gotten any worse. The doctor said it was not known if it was caused 
by the vaccine, and stated the patient has certain autoimmune problems Reynaud's, Sjorgen's and 
mixed connective tissue disorder, all diagnosed prior to vaccine. The patient had no family history 
relevant to the event. There were no relevant tests. The outcome of the event was not recovered. 


"I was suffering from paralysis and numbness on the left side of my face. I went to the ER and was 
diagnosed with Bell's Palsy; This is a spontaneous report from a non-contactable consumer (the 
patient). A 31-year-old male patient received the first dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, lot number: EN6201) via an unspecified route of administration in left arm on 
21Feb2021 11:30 a.m. at age of 31-year-old, at single dose for COVID-19 immunisation. The 
patient had history of frequent ear infections. Concomitant medication included fluticasone which 
was taken within 2 weeks of vaccination for an unspecified indication. The patient did not receive 
any other vaccines within 4 weeks prior to the COVID vaccine. The patient was not diagnosed with 
COVID-19 prior to vaccination. The patient had not been tested for COVID-19 since the 
vaccination. The patient reported when he woke up the next day after receiving the vaccine 
COVID19 (22Feb2021), he found that he was suffering from paralysis and numbness on the left side of his 
BELL'S PALSY |VACCINE | 1076916-1 | face. He went to the emergency room (ER) and was diagnosed with Bell's Palsy. He had been 
(COVID19) experiencing some minor pain in his left ear beginning two days before he received the vaccine 
(i.e., three days before onset of facial paralysis), and this ear pain had continued as he continue to 
experience the palsy. Since visiting the ER, he had also seen a neurologist. The doctors he had 
seen do not necessarily think that the palsy resulted from receiving the vaccine. The onset date of 
the event ""I was suffering from paralysis and numbness on the left side of my face. I went to the 
ER and was diagnosed with bell's palsy"" was reported as 22Feb2021 09:00 a.m. The event result 
in doctor or other healthcare professional office/clinic visit and emergency room/department or 
urgent care. The event was non-serious (the event did not result in death, not life threatening, not 


caused/prolonged hospitalization, no disabling/Incapacitating, no congenital anomaly/birth defect). 
Oral steroid and antiviral drugs, eye ointment was received to treat the event. The outcome of the 
event was not recovered. No follow-up attempts are possible. No further information is expected." 


COVID19 
BELL'S PALSY | VACCINE | 1076930-1 | Bell?s palsy. Left eye will not close and left mouth droopy with muscle weakness left side. 
(COVID19) 
COVID19 developed Bell's Palsy placed on one week of steroids. Left side of face as of today 90% improved 
BELL'S PALSY | VACCINE 1076992-1 " 
(COVID19) “~~ | Am an RN and thought I should make you aware. 


COVID19 No adverse reactions other then pain in the injection site and being tired then last night 48 hours 
BELL'S PALSY | VACCINE | 1077130-1 later my eye was twitching. Today it 72 hours later eye twitching again and then this afternoon my 
(COVID19) ~~~ | bottom lip began to tingle. Called the Urgent care they said come in and I did and the said it is 


bells palsy and gave me steroids and another drug to take 


I got my second Pfizer COVID vaccine on Friday February 26. On Saturday February 27 I started 
COVID19 getting a droopy lip and a droopy eye lid on the ight side of my face. I went to my doctor on 
BELL'S PALSY |VACCINE | 1077671-1 | Monday March 1 and after and examination and a CT scan (to eliminate other things), I was 
(COVID19) diagnosed with Bell?s Palsy. I am now on steroids and antiviral medication. I still have Bell's Palsy 


at this time, 


COVID19 
BELL'S PALSY |VACCINE | 1077837-1 | Shingles in mouth and Bell's Palsy right side face 
(COVID19) 
COVID19 On March 4 the patient noticed the L side of her face sagging and thought it might be a stroke. She 
BELL'S PALSY | VACCINE | 1078050-1 went to Urgent Care and was diagnosed with Bell's Palsy. She is currently being treated with 
(COVID19) ~~~ | Prednisone 60mg/day and Valcyclovir 1gr tid. She returned to the Vaccine POD with parents to 


inquire about the next vaccine. She has a neurologist whom she will see and discuss the issue 


COVID19 
BELL'S PALSY |VACCINE | 1078170-1 | Bell's Palsy: left facial 
(COVID19) 


Symptoms ao VAERS 1D Adverse Event Description 
pened I have developed bell's palsy. I t if that is due to the Pfi ine. Otherwise, I am i 
BELL'S PALSY | VACCINE | 1078196-1 ave developed bell's palsy. I am not sure if that is due to the Pfizer vaccine. erwise, I am in 
(COVID19) ———=—— | excellent health. 


COVID19 Patient was vaccinated at the Community Center (not our clinic) and called us today with 
BELL'S PALSY | VACCINE | 1078268-1 symptoms of Bell's Palsy (left side of face feeling numb and visibly weak including left eyelid) that 
(COVID19) ~~~ | began on March 4th and slowly worsened. I prescribed prednisone 60mg daily x7 days, with plan 


to f/u with another phone visit this week. 


Only arm soreness the first 2 days. Headaches on Feb. 25th, 26th. Headaches on Feb. 4th, 5th, 
COVID19 6th, 7th, 8th. The headache pain increased on 6th, 7th, Sth. Went to ER on 7th, had CT that came 
BELL'S PALSY | VACCINE | 1078917-1 out clear. Got a COVID test because of icky taste after eating sweet foods. COVID test was 
(COVID19) ~~~ | negative but I was positive for antibodies. At 9:00 on Feb. 8th, noticed facial weakness on right 
side. Went to ER, got diagnosed with Bells Palsy. Symptoms have continued through now - March 


7th. Pain has decreased but still have facial paralysis on the right side. 


COVID19 
BELL'S PALSY | VACCINE | 1079306-1 | Bell palsy, left side 
(COVID19) 


COVID19 A couple of weeks after the vaccine, I started noticing difficulty whistling to call my dog inside and 
BELL'S PALSY | VACCINE 4079496-1 holding fluids/food in my mouth. While at work, co-workers noticed I had paralysis in the left side 
(COVID19) ~~~ | of my face. I was rushed to the emergency room under suspicions that I was having a stroke. The 


doctor diagnosed me with ?Bells Palsy?. The left side of my face is noticeably paralyzed. 


COVID19 Partial right facial nerve paralysis ( Bell's Palsy ) At 2 PM, Sunday, looked in mirror, noticed 
BELL'S PALSY | VACCINE | 1079498-1 drooping of right angle of mouth and flattening of naso labial fold. Seen MD , had MRI of brain 
(COVID19) ~~~ | which was normal. Was referred to and evaluated by physical therapist, prescribed daily exercises, 


massages . 


BELL'S PALSY VACCINE 4079983-1 | Started with mouth numbness and progressed to full paralysis on left side of face. Diagnosed in ER 
(COVID19) ————~—_ | with Bell's palsy 


drooping of the left side of her face/Bell's Palsy; very high BP; A spontaneous report was received 
from a consumer concerning an approximately 44-years-old female patient who received 
Moderna's Covid 19 vaccine (mRNA1273) and who developed Bell's Palsy (facial paralysis) and high 
blood pressure (BP) (hypertension). The patient's medical history was not provided. Concomitant 
COVID19 product use was not provided/unknown by the reporter. The patient received first of two planned 
BELL'S PALSY | VACCINE | 1080146-1 dose of mRNA-1273 intramuscularly on 19-JAN-2021 for prophylaxis of Covid 19 infection. On 22- 
(COVID19) ~-~ ~ | FEB-2021 patients had a high BP of 130/80 mmHg. Patient noticed drooping of the left side of face. 
The patient went to the emergency room, was found to have very high BP, and was diagnosed with 
Bell's Palsy and was getting a CT scan. Treatment for the event included Prednisone. Action taken 
with mRNA-1273 in response to the events was not provided/unknown. The outcome of the event 


were considered unknown.; Reporter's Comments: Very limited information regarding the events 
has been provided at this time. Further information has been requested. 


"Trigeminal neuralgia; Bell's Palsy; pain in the ear; Fatigue; Headache; A spontaneous report was 
received from a consumer concerning 74-years-old female patient, who received Moderna's 
COVID-19 vaccine (MRNA-1273) and experienced trigeminal neuralgia, Bell's palsy, fatigue, 
headache, and pain in the ear. The patient's medical history was not provided. No relevant 
concomitant medications were reported. On 12 Feb 2021, 2 days prior to the onsent of the events 
of fatigue and headache, the patient received their first of two planned doses of mRNA- 
1273 (lot/batch number: 007M20A) intramuscularly in the right arm for prophylaxis of COVID-19 
infection. On 13 Feb 2021, the patient experienced fatigue and headache. On 14 Feb 2021, she 
had swelling in her left jaw. She described it as if there was ""an abscess tooth and my side of the 
face swelled up as if I had the mumps."" She had facial pain and her lips were tingling and numb. 
COVID19 Her dentist determined that she had no infection, no tooth abscess, or jaw issue to cause this 
BELL'S PALSY |VACCINE | 1080152-1 | extreme swelling. On an unknown date in Feb 2021, Her physician ran some tests and diagnosed 
(COVID19) her with bells palsy and trigeminal neuralgia based on examination. On an unknown date in Feb 
2021, CRP (C-reactive protein) was 135.2 (0-5). From 19 Feb 2021 to 21 Feb 2021, the patient 
was treated with prednisone 20 mg. The patient's swelling went down and was able to open her 
mouth again. On 22 Feb 2021, her pain was back and she experienced severe pain in the ear to 
the point where it woke her up at 3:30 am and she couldn't wear her glasses either. She was 
taking pain medication hydrocodone 10.325 mg to help with the pain. As of 22Feb2021, her pain 
and swelling was back. Treatment for the pain included hydrocodone 10.325 mg. Action taken with 
mMRNA-1273 in response to the events was not reported. The outcome of the events trigeminal 


neuralgia, Bell's palsy, fatigue, headache, and pain in the ear were not reported.; Reporter's 
Comments: Based on the current available information and temporal association between the use 
of the product and the start date of the events, a causal relationship cannot be excluded." 


COVID19 
BELL'S PALSY | VACCINE | 1080792-1 | I developed Bell's Palsy 13 days after injection. 
(COVID19) 


COVID19 PATIENT SYMPTOMS: FRIDAY IT STARTED AS TINGLING IN FACE AT 3:00 AND THAT AFTERNOON 
BELL'S PALSY | VACCINE | 1081031-1 IT PROGRESSED TO LEFT SIDE OF FACE AND HER SMILE WAS CROOKED. HER LEFT SIDE OF THE 
(COVID19) ~~ | FACE WASN'T MOVING LIKE THE RIGHT SIDE WAS. PATIENT WENT TO DR ON 3/7/2021 AND DR 


SAID IT WAS BELLS PALSY. 


COVID19 
BELL'S PALSY | VACCINE Bells Palsy on right side of face. 
(COVID19) 


I woke up in the morning with swollen jaw and eye on left side of face. Went to the ER. they 
COVID19 looked at it and said it was Bell's Palsey. They gave me prescriptions. I filled the Prednisone and 
BELL'S PALSY | VACCINE | 1081190-1 | took one pill a day for 7 days. Also ordered Acyclovir but I didn't finish it because too many side 
(COVID19) effects hitting me from pills. I am out of Prednisone and my face is still swollen. Bell's Palsey still 


here and active- 10 days later. 


COVID19 

BELL'S PALSY |VACCINE | 1081596-1 | Bell's Palsy 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 1081970-1 | Bells Palsy 
(COVID19) 


Symptoms ae VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE 1081996-1 bells palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1082045-1 | 3 weeks and 2 days after my 2nd vaccine, I woke up with Bells Palsy on the left side of my face. 
(COVID19) 
CoOvID19 I received the Moderna vaccine. I developed symptoms of Bells Palsy about 4 hours after the 
BELL'S PALSY |VACCINE ination " 
(COVID19) vaccination. 
COVID19 
BELL'S PALSY |VACCINE 1082234-1 Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1082838-1 | Bells Palsy, treatment started 3/8/21 with prednisone 
(COVID19) 


COVID19 Adverse events: Right side facial droop, onset of 3/5, worsened to the point of ED visit on 3/8. 
BELL'S PALSY | VACCINE | 1083058-1 Patient reports numbness around her mouth, difficulty blinking her right eye, and noting right 
(COVID19) “~~~ | eyebrow droop when trying on some glasses. Treatment: Gave Rx for valacyclovir and prednisone 


to treat Bell's Palsy 


COVID19 EXACTLY 3 WEEKS AFTER 1ST DOSE OF MODERNA, I WOKE UP WITH BELL'S PALSY. THE LEFT 
BELL'S PALSY | VACCINE | 1083172-1 SIDE OF MY FACE WAS NUMB AND DROOPED DOWN. I WENT TO URGENT CARE THE NEXT DAY. 
“~~ | THEY PRESCRIBED ME VALACYCLOVIR HCL 1 GRAM TABLET AND PREDNISONE 20 MG TABLET FOR 


VID1 
a 9) 7 DAYS. IT IS SLOWLY RESOLVING BUT HAS NOT YET FULLY RESOLVED TO DATE. 


COVID19 ' : : : ; : i : ; 
BELL'S PALSY | VACCINE | 1083304-1 Patient awoke morning after the vaccine with symptoms consistent with Bell's Palsy on right side of 
(COVID19) “~~~ | face: drooping mouth, drooping eyebrow, eye unable to close, no wrinkles on forehead. 
COVID19 
BELL'S PALSY | VACCINE 1083357-1 | Bells Palsy right side of face 
(COVID19) 


COVID19 Classic symptoms of Bell's Palsy- noticed first in my eyes on 2/27 and then also in my mouth on 
BELL'S PALSY | VACCINE | 1083421-1 | 2/28. I was started on valtrex 500 mg TID and a steroid dose pack for 5 days. I am not in pain but 
(COVID19) full functionality of my eye and mouth have not returned yet as of 3/8/21 


bell's palsy; A spontaneous report was received from a consumer concerning her husband, a 59- 
years old male patient who received Moderna's COVID-19 vaccine (MRNA-1273) and developed 
bell's palsy (Facial Paralysis). The patient's medical history included diabetes. Concomitant product 
use was not provided by the reporter. On 10 FEB 2021, prior to the onset of the symptoms, the 

COVID19 patient received their first of two planned doses of MRNA-1273 (Batch number: 

BELL'S PALSY | VACCINE | 1083720-1 | 004M20A)Intramuscularly for prophylaxis of COVID-19 infection. On an unknown date, the patient 

(COVID19) developed the event bell's palsy and was considered to be medically significant. No treatment 
information was not provided. Action taken with MRNA-1273 in response to the event bell's palsy 
was not reported The outcome of the event bell's palsy was not reported.; Reporter's Comments: 


Very limited information regarding this event has been provided at this time. Further information 
has been requested. 


Bell's Palsy; A spontaneous report, was received from consumer concerning a patient of unknown 
age, gender, race and ethnicity, who was administered Moderna's COVID-19 vaccine, and 
experienced Bell's Palsy. Patient identifier details was reported as someone from the church. The 
patient's medical history was not provided. No relevant concomitant medications were reported. No 
information on allergies were provided. The reporter stated that the patient was physically and 
COVID19 mentally healthy before vaccination. On an unknown date, the patient got the second dose of 
BELL'S PALSY | VACCINE | 1083725-1 | mRNA-1273 (Lot number: unknown) via unknown route at unknown anatomical location for 
(COVID19) prophylaxis of COVID-19 infection. Ona unknown date, after receiving the second dose, the patient 
experienced Bell's Palsy. Action taken with mRNA-1273 in response to the Bell's Palsy was not 
applicable. The outcome of the event Bell's Palsy was considered as unknown.; Reporter's 
Comments: Based on the current available information and temporal association between the use 


of the product and the onset date of the reported event, a causal relationship cannot be excluded.; 
Sender's Comments: MOD-2021-028166: 


left side of his face is paralyzed and his left eye will not blink/ he thought he had a 
stroke/diagnosed with Bell's Palsy/had Bell's Palsy in the past several years ago; left side of his 
face is paralyzed and his left eye will not blink/ he thought he had a stroke/diagnosed with Bell's 
Palsy/had Bell's Palsy in the past several years ago; This is a spontaneous report from a 
contactable consumer (patient). A 67-year-old male patient received first dose of bnt162b2 
(PFIZER-BIONTECH COVID-19 VACCINE; lot number and expiry date: unknown), via an 
unspecified route of administration on an unspecified date at single dose for COVID-19 
immunization. Medical history included that he had Bell's Palsy in the past several years ago. The 
patient's concomitant medications were not reported. The patient experienced Bell's Palsy after 
receiving the first dose of the Pfizer Covid 19 vaccine. He stated that the left side of his face is 
paralyzed and his left eye will not blink. He received the first dose of the vaccine on a Thursday 
COVID19 and the following Wednesday he went to the ER because he thought he had a stroke. He was 
BELL'S PALSY | VACCINE | 1083742-1 | diagnosed with Bell's Palsy, was given medication, and its been a week and his eye still is not 
(COVID19) blinking. His doctor is uncertain if he should receive the second dose of the vaccine or not. He was 
asking if he should he get the second dose and how many people were in the study. He also asked 
if he gets the second dose, if it will make the Bell's palsy worse. Therapeutic measures were taken 
as a result of event. The outcome of the event was not recovered. Information on the lot/batch 
number has been requested.; Sender's Comments: Based on the information provided, and on a 
positive drug-event temporal association, the Company assessed that a reasonable possibility 
could not be excluded that the suspect product BNT162B2 contributed to the occurrence of the 
reported events Bell's palsy and Disease recurrence. The impact of this report on the benefit/risk 
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including 


the review and analysis of aggregate data for adverse events. Any safety concern identified as part 
of this review, as well as any appropriate action in response, will be promptly notified to Regulatory 
Authorities, Ethics Committees and Investigators, as appropriate. 


Symptoms ees VAERS 1D Adverse Event Description 


Patient developed right Bells Palsy on 18Feb2021; This is a spontaneous report from a contactable 
physician. A 39-year-old not pregnant female patient received bnt162b2 (PFIZER-BIONTECH 
COVID-19 VACCINE) second dose on 20Jan2021, first dose on 30Dec2020, both at single dose for 
COVID-19 immunisation. Facility type vaccine was hospital. Medical history was none. Known 
allergies was no. If COVID prior vaccination was no. If COVID tested post vaccination was no. If 
other vaccine in four weeks was no. Other medications in two weeks was no. Concomitant 
COVID19 medications were not reported. Patient developed right Bells Palsy on 18Feb2021. AE resulted in 
BELL'S PALSY | VACCINE | 1083745-1 | EMErIENCY room/department or urgent care. AE treatment included prednisone, magnetic 
(COVID19) ~~~ | resonance imaging (MRI) in Feb2021. The outcome of the event was not recovered. Information on 
the lot/ batch number has been requested.; Sender's Comments: Based on available information, 
drug causality cannot be completely excluded. Serious Facial paralysis may be considered as late 
sequel to BNT162B2 injection, due to appropriate chronological relation. The impact of this report 
on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety 


evaluation, including the review and analysis of aggregate data for adverse events. Any safety 
concern identified as part of this review, as well as any appropriate action in response, will be 


promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate. 


Within 1 hour of the shot (3/4 @ 13:00) I had significant dizziness and felt my heart flutter 
COVID19 frequently. Personal heart monitor showed arrhythmia. The following day (3/5) I had significant 
BELL'S PALSY | VACCINE | 1083844-1 muscle aches causing me to miss work. On 3/6 the pain had subsided. By 3/7 I had facial 
(COVID19) “| weakness to the point of difficulties eating around 11 am, and difficulties talking. At 20:00 I 
realized when I smiled half of my face did not move. I proceeded to the Emergency Room where I 


was diagnosed with Bells Palsy. 


Fever, chills, extreme muscle pain beginning 12 hours after second dose and lasting 24 hours. 
COVID19 Extreme nerve pain in face and head and metallic taste beginning on 3/6 overnight and continuing 
BELL'S PALSY | VACCINE | 1083852-1 | to worsen over the next 72 hours. Within 48 hours of onset of symptoms, facial paralysis and loss 
(COVID19) of taste (suspected Bell?s palsy, awaiting confirmation) began in addition to worsening pain and 


extreme discomfort. Still ongoing. 


BELL'S PALSY vic HE 4083947-1 Bells palsey type symptoms. Left eye watery, fatigue Going to doctor 3/9/2021, treatment on 
(COVID19) going 


He had the vaccine and 3/1/21 he had numbness on the right side of his mouth. His eye started 
COVID19 watering as well . Mother took him to the doctor who diagnosed him with Bell's Palsy. Dr. 
BELL'S PALSY | VACCINE | 1084108-1 | prescribed Prednisone and Valacyclovir for these symptoms. He still has some drooping of his eye 
(COVID19) and mouth, but doctor said it may take a couple of weeks. He does have blurry vision due to this 


as well. The injection site itself has no problems. He has a FU next week with his doctor. 


COVID19 
BELL'S PALSY | VACCINE | 1084590-1 | Bell?s Palsy, right side of face, affect eyelid, cheek, lips, tongue 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE 1084955-1 | Belles palsy 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE 1084966-1 | BELLS P-ALSY 

(COVID19) 

COVID19 Left sided facial paralysis (Bell's palsy) began on 3/7/21 and was still present when I contacted the 
BELL'S PALSY | VACCINE | 1085086-1 | patient by phone one 3/9/21. Problem has so far not resolved. Seen at urgent care and diagnosed 

(COVID19) as Bell's palsy. 

COVID19 Bells' Palsy, started on March 4th, right sided facial droop, and visual changes. Admitted to 
BELL'S PALSY |VACCINE 1085088-1 . 7 r - 7 : " 

Hospital, worked up for CVA, and started on steroids and valacyclovir 

(COVID19) 

COVID19 Got shot at 3:30pm by 10:30pm had symptoms of bell palsy (eye sagged) On 3/6/21 eye and 
BELL'S PALSY |VACCINE | 1085165-1 | mouth sagged. Went to emergency room, was given Prednisone 50mg, still having problems with 

(COVID19) eye and mouth. 


Bell's Palsy type of reaction, sagging on left side of face primarily at the chin line. some puffyness. 
COVID19 Tingling sensation from chin to temple. Tightness around the face. Blood pressure elevated. No 
BELL'S PALSY | VACCINE | 1085421-1 adverse effects prior to this. Have read that others having this reaction have had facial injections 
(COVID19) ~~ | of Botox or fillers. I have never had this. No treatment was given. I used a warm compress and 
exercised my muscles by trying to whistle. Facial symptoms went away in 48-72 hours. Still 


working on the blood pressure. 


On my way home from receiving my first vaccination my right side of my face started going numb 
COVID19 and tinging (like I had a dental procedure). This continued and progressed into my right arm. 
BELL'S PALSY | VACCINE | 1085646-1 About an hour later tried to eat something and started coughing. Called public health and ask a 
(COVID19) ~~~ | nurse and was told to go to the ED for possible stroke. Was assessed and later discharged. 
Following up on 2/25/21 with primary care team. Was assessed and diagnosed with Bells Palsy and 


given steroids prescription to begin on Friday (2/26/21). 


COVID19 1st administration of vaccine on 2/22. Onset of Bell's Palsy on 3/3. Saw primary doctor on 3/4 and 
BELL'S PALSY | VACCINE | 1085970-1 neurologist on 3/5 who acknowledged condition and put me on steroids and an antiviral. 
(COVID19) ~~~ | Rescheduled my second shot which were to be administered on 3/5 as per primary doctor 
recommendation. 


Symptoms eee [symptoms | Vaccine |yaersro| adverse Event Description = Adverse Event Description 


bell's palsy or could of had a stroke; mouth drooping; speech was a little slurred; could not smile, 
could not open mouth to eat; right eye started tearing up and was watery; A spontaneous report 
was received from a consumer concerning a 55 years old male patient who received Moderna's 
COVID-19 vaccine (mRNA-1273) and experienced Facial paralysis, Lacrimation increased, 
Dysarthria and Facial discomfort. The patient's medical history was not provided. Relevant 
concomitant medications were not reported. On 05-FEB-2021, prior to the onset of the events, the 
patient received their first dose of two planned dose of mRNA-1273 (lot/batch: 031L20A) 
intramuscularly for prophylaxis of COVID-19 infection. On 05-FEB-2021, the patient experienced 
1086024-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Lacrimation increased. On 06-FEB-2021, the patient experienced Facial paralysis (mouth 
drooping), Facial discomfort. On 08-FEB-2021, the patient experienced Facial paralysis. The patient 
reported that he went to the doctor who said it could be bell's palsy or could had a stroke, and 
recommend he go to hospital to have it checked. The Patient reported that he has not gone to the 
hospital at the time of this report. No Laboratory details were provided. Treatment information was 
not provided. Action taken with MRNA-1273 in response to the events was unknown. At the time of 
this report, the outcome of the event's Facial paralysis, Lacrimation increased, Dysarthria and 
Facial discomfort was considered as not resolved.; Reporter's Comments: Based on the current 
available information and temporal association between the use of the product and the start date 
of the event, a causal relationship cannot be excluded. 


Losing eyesight in one eye; Has scratched cornea; She developed Bell's Palsy; She developed 
shingles; A spontaneous report was received from a relative concerning a 91-year old, female 
patient who received Moderna's COVID-19 vaccine (MRNA-1273) and developed shingles, Bell's 
Palsy, losing eyesight in one eye, and scratched cornea. The patient's medical history included 
blind in one eye after laser surgery. Concomitant medications include vitamin d, equate arthritis 
medicine, losartan potassium, and eye vitamins. On 30 Jan 2021, prior to the onset of the events, 
the patient received their first of two planned doses of MRNA-1273 (lot/batch: 007M20A) 
COVID19 intramuscularly for prophylaxis of COVID-19 infection. On 09 Feb 2021, the patient developed 
BELL'S PALSY | VACCINE | 1086025-1 | shingles and Bell's Palsy. The patient was in the process of losing eyesight in one eye, on the side 


(COVID19) affected by the Bell's Palsy. The patient also has a scratched cornea. The patient went to the 
emergency room on 12 Feb 2021. Action taken with mRNA-1273 in response to the events was not 
reported. The outcome of the events was unknown.; Reporter's Comments: Based on the current 
available information, a temporal association between the use of the product and the start date of 
the event and excluding all other etiologies, a causal relationship with the events of shingles Bell's 
Palsy cannot be excluded. However, causality with scratched cornea and losing eyesight in one eye 
is unlikely. The scratch is most likely due to a trauma and can impair vision. No further information 
is expected and follow up consent was denied. 


COVID19 
BELL'S PALSY |VACCINE | 1086325-1 | Bell's Palsy developed 4 days later 
(COVID19) 


degree Fahrenheit, several headache and nausea was resolving.; Reporter's Comments: Based on 
the current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded. 


Bell's Palsy (left side of face paralysis); This is a spontaneous report from a contactable healthcare 
professional (patient). A 35-year-old female patient received the 2nd dose (at the age of 35-year- 
old) of bnti62b2 (PFIZER-BIONTECH COVID-19 VACCINE lot# EL8982), via an unspecified route of 
administration on the left arm on O05Feb2021 at SINGLE DOSE for COVID-19 immunization. The 
patient had no known allergies and medical history reported as none. There were no concomitant 
medications. The patient was not pregnant (including the time of vaccination). The patient received 
the first dose of bnti62b2 (PFIZER-BIONTECH COVID-19 VACCINE lot# EL1283), via an 
unspecified route of administration on the left arm on 15Jan2021 09:30 (at the age of 35-year-old) 
1086893-1 


Bell's Palsy; diarrhoea; fever between 98-99 degree Fahrenheit; several headache; nausea; A 
spontaneous report was received from a consumer concerning a 61-years-old female patient who 
received Moderna's COVID-19 vaccine (MRNA-1273) and experienced bell's palsy, diarrhea, fever 
between 98-99-degree Fahrenheit, several headache and nausea. The patient's medical history 
included: Covid-19 (start date 08-JAN-2021). No relevant concomitant medications were reported. 
On 8-FEB-2021, prior to the onset of the events, the patient received the first of two planned 
doses of MRNA-1273 (lot/batch:012M20A) intramuscularly in the right arm for prophylaxis of 
COVID19 ee A E the a Maral a P EA 
i a fever between 98iF - 99iF, headache, nausea, and diarrhea. Then on 15- = , She had a 
eee cout) ee (facial) paralysis, the left side of the mouth bent to the side and the eye fell. On 20-FEB-2021, the 
patient had visited the doctor's office and she was diagnosed with Bell's palsy. The patient was 
treated with, prednisone , valacyclovir, injection (unspecified) like a Cortisone. At the time of this 
report everything was coming back to normal, but it was not at 100%. The adverse event of ball's 
palsy was assessed as medically significant. Action taken with MRNA-1273 in response to the 
events was not reported. The outcome of event of bell's palsy, diarrhea, fever between 98-99- 


for COVID-19 immunization. The patient developed Bell's Palsy (left side of face paralysis) on 
Friday afternoon 19Feb2021 (2 weeks after second dose of the vaccine). The patient went to the 
doctor or other healthcare professional office/clinic visit and Emergency room/department or 
urgent care due to the event (which was considered as serious disability or permanent damage). 
The emergency room (ER) doctor prescribed valacyclovir and prednisone. Outcome of the event 
was not recovered.; Sender's Comments: Based on temporal relationship and known drug safety 
profiles, a possible contributory role of suspect drug cannot be excluded for the reported event 
Bell's Palsy. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated 
as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate 
data for adverse events. Any safety concern identified as part of this review, as well as any 
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics 
Committees and Investigators, as appropriate. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy; This is a spontaneous report from a contactable consumer (patient's wife). A 45-year- 
old male patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot 
number: EL3247), via an unspecified route of administration on 02Feb2021 at 11:00 at a single 
dose on left arm for COVID-19 immunisation. Medical history included ongoing systemic lupus 
erythematosus (Lupus), ongoing hypertension (High Blood Pressure), ongoing gout and hip 
COVID19 arthroplasty from Dec2020 to an unknown date; all diagnosed about 20 years ago. Concomitant 
BELL'S PALSY | VACCINE | 1086895-1 medications included allopurinol, atorvastatin, benzonatate, chlorthalidone, apixaban (ELIQUIS), 
(COVID19) ~~~ | hydrocodone bitartrate, paracetamol (HYDROCODONE/ACETAMINOPHEN), hydroxychloroquine, 
iron, loratadine, losartan potassium, mycophenolate mofetil, omeprazole, paricalcitol, prednisone, 
spironolactone and valacyclovir [valaciclovir] and vitamin D NOS. The reporter's husband had a 
reaction to the vaccine. She was wondering if it is ok to have the second dose. He got paralysis, 


Bell's Palsy on 14Feb2021. She clarified vaccine as COVID19 Vaccine. She would like any 
information available about second dose after having Bell's Palsy with the first dose. The outcome 
of the event was not recovered. 


COVID19 Vomit 2/18/21 12 hours Diarrhea 2/18/21 8 hours Sore muscles 2/18/21 - 2/19/21 48 hours, Advil 
BELL'S PALSY | VACCINE | 1087568-1 | Fatigue 2/18/21 - Current date Ache in the back of my head, lower right side 2/18/21 - Current 
(COVID19) date, Aleve helps it for short periods Bell's Palsy 2/25/21 - Current date, no medication 
COVID19 
BELL'S PALSY | VACCINE | 1087723-1 | Right sided Bell?s palsy?high doses steroids 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1087748-1 Left sided bells palsy 
(COVID19) 
COVID19 One week after injection I developed Right sided facial numbness, right eye and facial drooping. 
BELL'S PALSY | VACCINE | 1087930-1 Seen in ER and diagnosed with Bell's Palsy. Treated with Prednisone 60 mg qd for one week and 
(COVID19) ~~ E| Valtrex 1 Gm tid for one week. I am completing treatment today, March 10, 2021, with no 
improvement. Follow up visit with my provider is scheduled for March15,2021. 


COVID19 PATIENT STATED SHE HAD MALAISE, HEADACHE, FATIGUE, NAUSEA, LOW GRADE FEVER AND 
BELL'S PALSY |VACCINE | 1088318-1 | CHILLS FOR ABOUT 36 HOURS. ARM SORENESS THAT LASTED ABOUT 7 DAYS. SHE THEN WAS 


(COVID19) DIAGNOSED WITH BELL'S PALSEY ON 03/09/2021 AND IS CURRENTLY BEING TREATED. 


Received prescription for Prednisone 


COVID19 

BELL'S PALSY | VACCINE | 1088635-1 | Bells Palsy symptoms, visited doctor Feb. 23rd, prescribed prednisone for 5 days 
(COVID19) 

oe ae 10887521 | "PT WAS DIAGNOSED WITH BELL"'S PALSY AFTER THE SHOT, HER RIGHT SIDE MOUTH IS 
(Covipig)| | SAGGING, AND HER EYES CANT BE CLOSED FULLY" 


COVID19 Moderna Covid 19 Vaccine EUA Woke up 3/6/21 with drippy left eye and runny nose nothing else 
BELL'S PALSY | VACCINE | 1088477-1 until Sunday afternoon 3/7/21 noticed droopy left eye, cheek and mouth. We to hospital ER for 
(COVID19) ~~~ | stroke protocol. Dr diagnosed BellsPalsy and not stroke. Advised me to contact a neurologist. 


COVID19 
BELL'S PALSY | VACCINE | 1088794-1 | Bell's Palsy on left side of face, 
(COVID19) 


"Headache in back/right of head began on 3/5/2021, on 3/7/21 began experiencing facial paralysis 
COVID19 in lips which progressed to the rest of right side of face. Went to Emergency Department that 
BELL'S PALSY | VACCINE | 1088869-1 | evening. CT scan was ""unremarkable"™ and blood work was normal. Was diagnosed with Bells 
(COVID19) Palsy. Prescribed Valtrex and Prednisone. 3/10/2021 still experiencing partial facial paralysis and 


headache in same location." 


COVID19 
BELL'S PALSY | VACCINE | 1089004-1 | Bell's Palsy- drooping face and mouth 

(COVID19) 

COVID19 About 7pm the same day I got my vaccine. My right eye started watering profusely. I didn't think 
BELL'S PALSY |VACCINE | 1089015-1 | much of it. at 10:30 I went outside to whistle for a dog and I could not whistle. The next morning I 

(COVID19) found that the right side of my face was completely drooped and I have no expression control. 

COVID19 February 13,2021 I got the vaccine and everything was fine but on March 06,2021 I woke up with 
BELL'S PALSY | VACCINE | 1089363-1 | MY mouth a little turned to the right and my left eye irritated. As the day went by, I got worse and 

~~~ | went to the hospital and they told me I had bell's palsy and to go to my primary doctor. And my 
(COVID19) . ; : 
doctor told me that it could be a side effect of the vaccine and to make the report. 


COVID19 
BELL'S PALSY | VACCINE | 1089395-1 | Bell's Palsy House-Brackmann class V 2 days after ist dose 
(COVID19) 


COVID19 The shot instantly made my arm, fingers numb. I waited the 20 minutes and after I left felt a 
BELL'S PALSY | VACCINE | 1089453-1 | burning into my face that is still present 8 days later. My face is now drooping and I am a healthy 
(COVID19) 41 year old who was diagnosed after the vaccine with Bell?s palsy. 


Pain in right ear and bump behind ear on Wednesday (less than 48 hours). Woke on Thursday with 
right ear swollen, went to urgent care and diagnosed with ear infection. Developed face paralysis 
on right side of face on Saturday. Sharp bolts of pains from ear intermittently radiating up to head. 
SOVIDI Went to Doctor who said both outer and middle ear were infected and perhaps swelling was 
BELL'S PALSY |VACCINE 1089622-1 : ; : a DINA ; . 
(COVID19) pressing on nerve causing paralysis. Given medication. Returned to doctor on 3/8. Ear infection 
had cleared. Paralysis remained. Diagnosed with Bells Palsy. Eye will not close, prescribed eye 
drops. Cannot smile, frown, raise eyebrows, scrunch nose, etc. Began steroids and antiviral 
medications on 3/9. 

COVID19 
BELL'S PALSY | VACCINE | 1089666-1 | LEFT BELL'S PALSY, DYSEQUILIBRIUM, HYPERACUSIS LEFT, LOSS OF TASTE LEFT TONGUE 
peice onsr (COVID19) se 

COVID19 
VACCINE Bell's Palsy starting approximately 6 days following vaccination 

(COVID19) 


BELL'S PALSY PEP 1089762-1 Bell's Palsy (facial nerve paralysis) started 3/10, 3 days after vaccination . Patient had history of 
(COVID19) ~~~ | same so had video visit. started on prednisone 


Symptoms ae VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE | 1089787-1 | FACIAL PARALISIS, SLURRED SPEECH (bell's palsy) 

(COVID19) 

CoOVvID19 Typical bells palsy flare for individual with severe headache , right side facial droop, right eye also 
BELL'S PALSY |VACCINE 1089801-1 f í 

(COVID19) ———-—_ | crosses. 


Felt mild numbness on left side of face the same night as I received the vaccine. It got worse the 
COVID19 next day. I contacted a doctor via telemedicine and she did an evaluation. She said it was a mild 
BELL'S PALSY | VACCINE | 1090329-1 | Bell?s Palsy but likely not serious because she couldn?t observe it when asking me to raise my 
(COVID19) eyebrows or smile ? it was just something I could feel. It went away on its own within another day 


or so. 


COVID19 
BELL'S PALSY | VACCINE | 1090514-1 | Bell's Palsy diagnosed March 10, 2010 
(COVID19) 


COVID19 ADVERSE EVENT - BELLS PALSY- RIGHT TREATMENT - DELAYED TO JUST OVER 72 HOUR FROM 
BELL'S PALSY | VACCINE | 1090658-1 | ONSET - EVENING 2/23/21 PREDNISONE 60 MG ORALLY DAILY FOR 7 DAYS & VALCYCLOVIR 1 G 


(COVID19) TID FOR 7 DAYS NEAR TOTAL RECOVERY BY 3/8/21 


COVID19 
BELL'S PALSY | VACCINE Bell's Palsy right side of face 
(COVID19) 


Patient reports that about 3-4 days after receiving the first dose, she started experiencing difficulty 
COVID19 in chewing and drooling out of the left side of her face. She then noticed a mild facial droop. On 
BELL'S PALSY | VACCINE | 1091394-1 March 7th, 2021 she was evaluated in the Emergency room and diagnosed with Bells' Palsy. 


(COVID19) ~~~ | Shewas discharged home the same day and was prescribed Valtrex and Prednisone. On March 9th, 
2021 she consulted with a neurologist. She came in for consultation with us (infectious disease) on 
March 10th, 2021. 


BELL'S PALSY aCe 4091418-1 BELLS PALSY RE-EMERGENCE; IMPAIRED CLOSURE OF EYELID, IMPAIRED ABILITY TO RAISE 
(COVID19) “~~ | EYBROW, INABILITY TO SMILE, ALL FACIAL MANIFESTATIONS OF BELLS PALSY 


Left ear hurt 11 pm 1-25-21; Violent pain/claws ripping flesh off half of face/head 2 am 1/26/21; 
non-amblitory, could not support weight, major balance issues. Televisit 1/26/21=earache. Blacked 
COVID19 out cold 5 min, non responsice 30 min 2 am 1/26/21; woke with Bell's Palsey; Ddumb televisit 
BELL'S PALSY | VACCINE | 1091627-1 1/28/21=BP. Urgent Care visit-EKG (normal), bloodwork, urine lab work. 2/1/21 Saw NEURO = 
(COVID19) “| MRI brain w/contrast to rule out cancer (2/4/21; Two weeks of solid hallucinations 24/7. 
Horrendous balance issues-almost non-amblitory from onset 1/26/21 to present. Lost 9 pounds in 
2 weeks.(I was 104 now 95 pounds). I was walking 5 mi a day, walked 1/24/21, healthy. 
Devastating pain to left side of head/face, esp ear. PAIN 
COVID19 
BELL'S PALSY |VACCINE | 1091677-1 el as SHOT ON 2/25/2021 AND ON 3/7/2020 PT STARTED SHOWING SIGNS OF 
(COVID19) 
COVID19 ; . : : : ; 
BELL'S PALSY | VACCINE | 1091832-1 isi r E E Palsy 3 days after having COVID 19 vaccine. Patient continues 
(COVID19) ymp : 
COVID19 i . ; Pe i me i 
BELL'S PALSY | VACCINE | 1091859-1 Bell's Palsy. Right facial paralysis, right eye won't close fully. Blurry vision and teary right eye. 
(COVID19) ~> | Headache. Symptoms started within 36 hours. Now in day #5. No change in symptoms 
COVID19 i ; . ; i . 
BELL'S PALSY | VACCINE | 1091881-1 ri ral Hi Me rece a EE ena seen onset Started on prednisone 80mg x 7 
(COVID19) ys, y g ys, upunctu 
COVID19 
BELL'S PALSY | VACCINE | 1091885-1 | Bell?s Palsy diagnoses 
(COVID19) 
COVID19 I started feeling sick on February 19, developed ear pain behind my ear on February 19 and 
BELL'S PALSY |VACCINE | 1092094-1 | experienced Bells Palsy starting February 22. Slight droop of face beginning at 10 am, by noon 1/2 
(COVID19) my face was completely paralyzed, with my left eye is frozen open. 
COVID19 
BELL'S PALSY | VACCINE | 1092200-1 | slight headache constant then after 3 weeks bells palsey 
(COVID19) 


No adverse reaction or allergic reaction in the 30 minutes following the vaccination. Also none in 
COVID19 the 36 hours following the vaccination. Roughly 48 hours later, sensitivity to light and difficulty 
BELL'S PALSY | VACCINE | 1092340-1 blinking one eye appeared along with severe headache. In the 24 hours following symptoms' first 
(COVID19) “~~ | appearance, the entire left side of the face became numb and tingly with difficulty chewing, 
blinking, making any faces or smiling. Sound perceived from the left ear also changed. 


Subsequently diagnosed with Bell's Palsy on 03/10/2021. 


COVID19 Right sided bell's palsy history of left sided bell's palsy Went to the ER Treated with prednisone 
BELL'S PALSY |VACCINE | 1092368-1 | taper and acyclovir followed up with PCP who increased antiviral to valacyclovir at more 
(COVID19) therapeutic dose Has not improved yet after 1 week 
COVID19 
BELL'S PALSY | VACCINE Bells Palsey, currently impacted, recovering, prednisone, valacyclovir 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1092587-1 Bell's Palsy started on 02/2221 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1092820-1 BELLS PALSY 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1092841-1 | Bell's palsy(Left face) 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1092876-1 | BELL'S PALSY REACTION- DROOPY EYE, UNILATERAL FACIAL NUMBNESS, INFLAMMATION 
(COVID19) 


Symptoms aes VAERS 1D Adverse Event Description 


The second shot was on February 19. On February 20 and 21, patient experienced a sore arm and 
flu-like symptoms. On Febuary 28, he had a stroke. Hospital where the ambulance took him 
COVID19 initially diagnosed it as Bells Palsy and prescribed prednisone and an anti-viral. After an MRI the 
BELL'S PALSY |VACCINE | 1093043-1 | next day on Monday, he was diagnosed correctly as a stroke. On Tuesday, he was airlifted to 
(COVID19) another hospital and was in the ICU for more than 2 days. Patient spent the next 7 days in the 
neuro-trauma step-down unit with the results of the debilitating stroke. He is unable to swallow 


and his entire left side is affected as well as vision and hearing. 


COVID19 
BELL'S PALSY |VACCINE | 1093048-1 | blinking eye most of the time numbness on the left side of the face 
(COVID19) 
COVID19 Received EL0142 on 01/04/21 at 1:30PM and EL9292 (writing difficult to read) at 1:15 PM. Went to 
BELL'S PALSY | VACCINE | 1093637-1 | the emergency room on 3/9/21 (43 days after 2nd shot) for symptoms of stroke. Was diagnosed 
(COVID19) with Bells Palsy. 
COVID19 
BELL'S PALSY | VACCINE | 1093906-1 | Bell?s palsy on March 9th Last dose vaccine taken Jan 13 
(COVID19) 
COVID19 Started with nerve pain in jaw. Within 24-36 hours, pain, numbness & tightness in right jaw. 
BELL'S PALSY | VACCINE | 1093919-1 | Beyond 36 hours, pain, numbness & tightness in both jaws, across both jaws up to temples (Mild 
(COVID19) Bell's Palsy) 
COVID19 Bells Palsy ...moderate symptoms next morning. Left facial. As of March 12 it is still somewhat 
BELL'S PALSY |VACCINE 1094193-1 . p . i i 
noticeable. No treatment. I had Bells Palsy in fall of 1999. 
(COVID19) 
COVID19 Woke up and face numb and worsened throughout day and by next day went to ER on 2-9- 
BELL'S PALSY I YACCINE | MENGISI 2021and was diagnosed with Bell's Pals 
(COVID19) g y. 
COVID13 Woke up day after vaccine and face was numb-went to ER on 3-8-21 and was diagnosed with Bell's 
BELL'S PALSY |VACCINE 1094598-1 $ BS A ae 
Palsy and was given medication (steroids and anti-viral meds) for treatment. 
(COVID19) 
COVID19 Bell's palsy of right face - slight symptoms occurring 2 days after vaccination and worsened until 
BELL'S PALSY | VACCINE 1094992-1 ‘ are 
noticed and taken to local ED 5 days after vaccination. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1095178-1 | Bells Palsy 
(COVID19) 
COvIDT? Patient presented to ER with complaints of facial droop that began on 3/8/2021. Work up for stroke 
BELLS PALSY VACCINE ACUSAR negative. Dx with Bells Pals l 
(COVID19) gauve: y 
COVID19 
BELL'S PALSY | VACCINE | 1095699-1 | Numbness in face and left side of face. Diagnosed Bell?s Palsy 
(COVID19) 
pedi Diagnosed with Bell's Palsy and having headache. On Saturday went to ER, did CT scan . Saw PCP 
BELL'S PALSY | VACCINE | 1095879-1 on Monda i i , 
(COVID19) y. 
COVID19 
BELL'S PALSY | VACCINE | 1096075-1 | Chills on the 2nd day, bells palsy 2nd wk after 1st dose of vaccine 
(COVID19) 


Adverse Event: Bell's Palsy on left hand side ~48H after 2nd dose of vaccine Treatment: 
Prednisone and Valacyclovir Description: I received the second dose of the Moderna vaccine on 
Wednesday morning. I did not feel any side effects until later that night which included chills and 
COVID19 body aches. However, throughout that evening and Thursday I had twitching of my eyes. On the 
BELL'S PALSY |VACCINE | 1096508-1 | morning of Friday, 3/12 at around 9am (~48H after 2nd dose), I noticed it was weird to move my 
(COVID19) lips and remember that drinking coffee from the straw felt weird. It wasn't until 2:30pm when my 
husband and I were eating lunch that my husband noticed a drooping of the left side of my face. 
We went to Emergency Department at 5:30pm and were seen by doctor who confirmed that it was 


Bell's Palsy on the left side of the face, the same side as the injection site. 


COVID19 Developed Bells Palsy, distorted face, droopy mouth and eyelid, not able to fully close left eye and 
BELL'S PALSY |VACCINE | 1096876-1 | mouth not functioning correctly. Given Prednisone and ointment and lubricant for eye Afraid to get 
(COVID19) second shot! Need recommendation! 


COVID19 
BELL'S PALSY | VACCINE | 1096973-1 | Numbness on left side of face. 
(COVID19) 


Bell's palsy symptoms within an hour after receiving vaccine injection: consisted of right-sided 
facial numbness, right-sided eyelid droop, right-sided mouth turn, right-sided tightness in neck 
muscle, pressure behind right eye, headache, loss of balance, difficulty speaking. The injection was 
at 3:15 pm and started with arm soreness and stinging, a slight headache, and some tingling in 
my right hand while waiting 15 minutes after the shot, I had also felt a sensation going up the 
right side of the back of my neck almost immediately after the injection. The Bell's palsy symptoms 
started by 4:00 pm. I had a low-grade temp that evening of 99.9. I emailed my neurologist who I 

COVID19 see for migraines, of my symptoms. The following morning on 03-10-2021 I woke with a severe 

BELL'S PALSY | VACCINE | 1097281-1 | migraine, fullness in my right ear, more pressure behind my right eye and it is watery, with new 

(COVID19) ringing in both ears, louder in the right ear. Still residual numbness and drooping of right side of 
face and eye, tightness in right side neck muscle in front, and speaking better. Woke up on 
Thursday morning 03-11-2021 with flu symptoms and migraine gone. Eye pressure still there and 
now having significant pain moving my eye and now more feeling of fullness in my right ear. Eye 
pain was concerning. Dr advised me at this time if symptoms have continued or gotten worse to go 
to the emergency room. Today, Saturday 03-13-2021, I am still experiencing moderate eye pain 
behind/above my right eye with pressure. I am continuing to treat the pain with oxycodone 
prescribed by ER Physician. 


COVID19 i : ee ; F 
BELL'S PALSY | VACCINE | 1097734-1 Bell s palsy left side. Medicine: Prednisone20mg 1 tablet a day for 5 days Acyclovir 800mg 1 tablet 
(COVID19) “—~-~-—- | 4 times a day for 10 days Ibuprofen 600mg 1 tablet every 6 hours 


Symptoms ao VAERS 1D Adverse Event Description 


COVID19 Pfizer vaccine, dose 1 12/17/20, dose 2 1/7/21. Developed mild bells palsy 3/7/21. Unclear if 
BELL'S PALSY | VACCINE | 1098049-1 related to vaccine but given no prior history of bells pallsy or other neurologic disease, reporting 
(COVID19) ~~~ | for safety monitoring. Saw primary care physician 3/16/21 who diagnosed bells palsy and started 


steroids. 


COVID19 . . . . : F . . 
BELL'S PALSY |VACCINE | 1098442-1 patient reported me to his primary care provider he got his covid 19 vaccine Pfizer through 
(COVID19) ~~ | department of health, he was diagnosed of Bells palsy thereafter and treated 


I felt bad immediately afterward, headache. Treated with Tylenol. By the next day, a very large 
COVID19 tongue ulcer appeared or the front right side of my tongue, and that night I felt the beginnings of 
BELL'S PALSY | VACCINE | 1098760-1 | Bells Palsey. On Monday 3/8 I went to the clinic and explained that I have Ramsey Hunt and could 
(COVID19) feel Bells Palsey starting. They began me on antivirals, steroids, and topical lidocaine because of 


the extreme pain of the ulcer. 


"I believe I reported adverse symptoms on the 11th March, but on 12 March I noticed my left 
COVID19 upper lip ""drooping"", and my right eye blinking differently from my left one, so, fearing a stroke I 
BELL'S PALSY | VACCINE | 1098783-1 | went to the Hospital at approx. 2PM. They monitored my BP, took blood samples, then did a CT 
(COVID19) scan followed by an MRI. Then the doctor saw me and told me that my MRI was ""clear"", but that 


I had "Bell's Palsy""." 


COVID19 os . f F : . 

BELL'S PALSY |VACCINE | 1099130-1 Bells Palsy Medicine prescribed: Valacyclovir 1GM tablets, Prednisone 20MG tablets, Doxycycline 
~> | HYC 100MG tablets The meds have had no effect so far. 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE 

(COVID19) 

COVID19 Paralysis on Left side of Face. Was prescribed and took 5 days of prednisone, following orders from 
BELL'S PALSY | VACCINE ER 02/23/2021 visit - diagnosed with Bells Palsy. Followed up with PCP Dr. and was prescribed to 


Bells palsy to left side of my mouth 
(COVID19) physical therapy but insurance would not cover so I followed online Bells Palsy exercises. I 


currently have about 50% of my movement back. 


COVID19 
BELL'S PALSY | VACCINE | 1099438-1 | Client was taken to the Emergency Room. He was diagnosed with Bell's Palsy. 
(COVID19) 


Bells Palsy; A spontaneous report was received from a pharmacist concerning a 73-year-old male 
patient who developed Bells palsy. The patient's medical history was not provided. Products known 
to have been used by the patient, within two weeks prior to the event, included atorvastatin and 
metoprolol. On 01 Mar 2021, prior to the onset of symptoms, the patient received the first of two 
planned doses of MRNA-1273 (Lot number: not provided) intramuscularly for prophylaxis of 
COVID-19 infection. In Mar 2021 (date not specified), the patient developed Bells palsy, and was 
subsequentlyadmitted to the emergency room/hospital. Treatment included intravenous fluids. 
Action taken with mRNA-1273 was not provided. The outcome of the event, bell's palsy, was 
unknown.; Reporter's Comments: Based on the current available information and temporal 
association between the use of the product and the start date of the event, a causal relationship 
cannot be excluded. 


face looked droopy on the left side;; itchy; felt like my face had been punched on the left side; A 
spontaneous report was received from a consumer concerning a 60-year-old, female patient, who 
received Moderna's COVID-19 vaccine (mMRNA-1273) and experienced pruritis, facial pain and facial 
paralysis. The patient's medical history, as provided by the reporter, included bell's palsy 20 years 
ago. Concomitant medications were not reported. On 03 Jan 2021 prior to the onset of the events, 
the patient received their first of two planned doses of MRNA-1273 (Lot number: 011L20A) 
intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 03 Jan 2021, prior to 

COVID19 receiving MRNA-1273, the patient felt itchy and like her face had been punched on the left side. 

BELL'S PALSY | VACCINE On 06 Jan 2021 she felt her face looked droopy on the left side. Her dimple came back in her face. 

(COVID19) On 21 Jan 2021 her eyes was droopy and can see a line on one side, and other side doesn't have a 
line. It's gotten better with acupuncture. She gets acupuncture and electrostimulation; she had a 
horrible reaction to steroids. Her eye was stuck open for 3 months, she had a patch. Treatment for 
the events include 3 sessions of acupuncture. Action taken with MRNA-1273 in response to the 
events was not reported. The outcome of events, pruritis, facial pain and facial paralysis was 
unknown.; Reporter's Comments: Based on the current available information and temporal 
association between the use of the product and the start date of the events, a causal relationship 
cannot be excluded. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Bells Palsy; he lost strength in his left face, arm, and leg; Felt nauseous; couldn't breathe; burning 
sensation from the left side of face from temple to neck; Localized muscle weakness; A 
spontaneous report was received from a health care professional concerning a 52-year-old, male 
patient who received Moderna's COVID-19 Vaccine (mMRNA-1273) and developed bell's palsy, 
nausea, dyspnea, burning sensation in face and localized muscle weakness. The patient's medical 
history included covid-19 . Products known to have been used by the patient, within two weeks 
COVID19 prior to the event, not provided. On 25 Jan 2021, prior to the onset of the event, the patient 
BELL'S PALSY | VACCINE | 1100258-1 received their first of two planned doses of mRNA-1273 (Lot unknown) intramuscularly in the left 
(COVID19) ~~~ | arm for prophylaxis of COVID-19 infection. On 25 Jan 2021, the patient felt nauseous and couldn't 
breathe. The feeling went away so he did not think too much of it. 30 minutes after that, he lost 
strength in his left face, arm, and leg and diagnosed with Bells Palsy. There was a burning 
sensation from the left side of his face from the temple to the neck. Treatment for the event was 
not reported. Action taken with mRNA-1273 in response to the event was not reported. The 
outcome of the event's,reported, was considered not recovered..; Reporter's Comments: Based on 


the current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded. 


Symptoms ees VAERS 1D Adverse Event Description 


symptoms of bell palsy; Numbness of upper and lower lip on right side.; sore muscles in neck; 
sore muscles in neck and shoulder; watery eyes; muscle aches; pains; problems in sleeping; This 
is a spontaneous report from a contactable consumer via the Pfizer sponsored program. This is a 
spontaneous report from a contactable consumer (the patient). A 76-year-old male patient 
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; Lot number: 
EL9264), via an unspecified route of administration, in the left arm on 01Feb2021 at 14:30 (at the 
COVID19 age of 76-years) as a single dose for COVID-19 immunization. Medical history included chronic 
BELL'S PALSY | VACCINE | 1100500-1 asthma, nasal polyps, vestibular schwannoma, alopecia, gastrooesophageal reflux disease. The 
(COVID19) ~~ | patient did not have any known allergies to medications, food, or other products. Prior to the 
vaccination, the patient was not diagnosed with COVID-19. The patient's concomitant medications 
were not reported. The patient did not receive any other vaccines within four weeks prior to the 
vaccination. On 23Feb2021 at 07:00 AM, the patient experienced symptoms of bell palsy, 
numbness of upper and lower lip on right side, sore muscles in neck and shoulder, watery eyes, 


muscle aches, pain, problems in sleeping. He felt the symptoms after the first dose. The patient 
visited the emergency room/ department or urgent care due to the events. The patient did not 
received treatment for the events. The clinical outcome of the events was not recovered. 


Bell's palsy; This is a spontaneous report from a contactable consumer. A patient of unspecified 
COVID19 age and gender received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot 
BELL'S PALSY | VACCINE number:EL9269), via an unspecified route of administration on an unspecified date at SINGLE 
(COVID19) DOSE for covid-19 immunisation. The patient's medical history and concomitant medications were 
not reported. The patient stated that the patient had an attack of bell's palsy on an unspecified 


date. Outcome of the event was unknown. 


COVID19 Patient present to ED stating that the right side of his mouth was not moving right when he woke 
BELL'S PALSY | VACCINE | 1100790-1 | UP at 06:00 am that morning (3.10.21). Physician documented patient had trouble fully opening 
(COVID19) ——— | his right eye. Patient reported right upper dental for for several days prior to presentation. 
Diagnosed by physician with Bell's Palsy. 
COVID19 
BELL'S PALSY |VACCINE | 1100830-1 | Bell's Palsy left side of face 20 mg Prednisone 1 gm Valacyclov-IR 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1100965-1 | within 2 days of vaccine developed Bell's palsy L side of face 
(COVID19) 
oe Bell's Palsy left sid d mouth d E df in. Doct ibed Predni 
BELL'S PALSY | VACCINE ell's Palsy left side, eye and mou roop. Eye, ear and face pain. Doctor prescribed Prednisone 
(COVID19) and Valtrex. Systems are still present along with pain and discomfort. 
COVID19 
BELL'S PALSY | VACCINE | 1101469-1 | was dx with Bells Palsy by his physician and Optometrist. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE About 10 days later presented with symptoms of Bell's Palsey 
(COVID19) 


I rec'd my first Covid vaccine shot on 3/3/21 in my right arm. I had soreness in the arm for 2 days 
COVID19 afterwards. On Wednesday, March 10, 2021, I got severe pain behind my left ear and down the left 
BELL'S PALSY |VACCINE | 1101765-1 | side of my neck. Saturday morning, March 13,2021 my lips were numb and I was not blinking my 
(COVID19) left eye and I could not close my left eye. I went to the doctor Monday morning, March 15,2021 


and she confirmed Bell's Palsy. Blood was drawn and I was given prescription medication. 


COVID19 : oe, fg F eee F 
BELL'S PALSY |VACCINE | 1101868-1 Pt seen on 3/11/2021 for left facial paralysis, increased tearing. and periaricular pain for 4 days. Pt 
(COVID19) ~~~ | diagnosed with Bells Palsy 


COVID19 PATIENT REPORTED TO PHARMACY WITH DROOPINESS OF RIGHT EYE ON 3-12-21 AND WAS TOLD 
BELL'S PALSY |VACCINE | 1102380-1 TO PURCHASE OTC EYE DROPS FOR IT. THE NEXT DAY (3-13-21) SHE CAME TO PHARMACY 
(COVID19) WEARING EYE PATCH ON RIGHT EYE. SHE SAID SHE WENT TO HOSPITAL ON 3-12-21 AND WAS 


TOLD DIAGNOSED WITH BELLS PALSY, NO PREVIOUS HISTORY. 


COVID19 
BELL'S PALSY | VACCINE 1102417-1 Left sided Bell's Palsey 
(COVID19) 
COVID19 Presented to Prison Urgent Care/TTA on 2/26/21 with L facial droop and L arm and leg tingling. 
BELL'S PALSY | VACCINE | 1102609-1 | Presumptive Dx of Bells Palsy but sent to ED given extremity involvement. Neg ED CT Head w/o 
(COVID19) contrast with Dx: Bells Palsy. 
COVID19 "aprox 6 hours after vaccine pt developed right sided facial numbness and mouth ""acting weird"". 
BELL'S PALSY | VACCINE | 1103074-1 | pt seen at ED and dx Bell's palsy. started on prednisone and Valtrex, pt has follow up with PCP end 
(COVID19) of March" 
COVID19 
BELL'S PALSY | VACCINE Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1103127-1 Bell Palsy 
(COVID19) 
COVID19 His left eye started looking funny on Thursday night, 2/25/21. Friday morning the left side of his 
' face wasn?t able to smile. Took him to medical center where, after CT scan and blood work, he was 
BELL'S PALSY |VACCINE S : eo : se 
(COVID19) diagnosed with Bell?s palsy. Unfortunately the treatment for this is a steroid and antiviral 
medication. By Sunday night he was exhibiting signs of mania. 
COVID19 Patient developed Bell's Palsy 14 days after vaccination. Another 10 days after that, she developed 
BELL'S PALSY | VACCINE symptoms of right leg weakness that have progressed to bilateral lower extremity weakness plus 
(COVID19) sensory symptoms that meet criteria for Guillain Barre Syndrome. 
COVID19 
BELL'S PALSY | VACCINE | 1103688-1 | Bell's Palsy; got the shot around 9 am and facial paralysis began around 9 pm. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1103870-1 Bell?s Palsy 
(COVID19) 


Symptoms as VAERS 1D Adverse Event Description 


Bell's Palsy Left side-3/08/2021 Seen at Emergency Room and was given treatment of Prednisone, 
COVID19 ValAcyclovir, and ointment to left eye at night. She experienced severe left sided neck and left ear 
BELL'S PALSY |VACCINE | 1103978-1 | pain on Saturday 3/06/2021 and then got drooping of left mouth and left eye around 3 pm on 
(COVID19) Sunday, 3/07/2021, and was seen at healthcare Clinic and Emergency Room 3/08/2021 2 Doses 


Pfizer given: #1 on 1/21/2021 and #2 on 2/11/2021 


BELL'S PALSY vie GE 4104094-1 left Facial paralysis, left eye tearing - dispatch to ED to R/O stroke. Pt was diagnosed with Bells 
(COVID19) “~~~ | Palsy and discharged home with prednisone and valacyclovir. 
SOVIDI9 Pt started with t f facial paralysi imately 2wk aft ination, pt was di d 
BELL'S PALSY | VACCINE : started with symptoms of facial paralysis approximately 2wk after vaccination, pt was diagnose 
(COVID19) with mild case of L bell?s palsy 
COVID19 
BELL'S PALSY | VACCINE 1104157-1 Bell?s Palsay 
(COVID19) 


COVID19 sore throat, followed by headache and right ear pain. Nausea and fever of 101.0 on March 8th, in 
BELL'S PALSY |VACCINE | 1104194-1 addition to previous symptoms. In the emergency department on March 11th with complete right 
(COVID19) ~~~ | facial droop consistent with Bell's palsy; this has persisted as of today, also with evidence of right 


serous otitis media 


Right sided Bell's Palsy. Onset on 3/15/21. Presented as hyperacusis, pain around right ear, 
COVID19 numbness and loss of sensation over right face, facial deviation while smiling and weakness of 
BELL'S PALSY | VACCINE | 1104546-1 | muscles of facial expression including difficulty closing right eye. Started course of steroids and 
(COVID19) Antivirals after seeing ENT. Symptoms not yet resolved on 3/16/21 with weakness of right face 


prominent. No other systemic complaints. 


COVID19 
BELL'S PALSY | VACCINE | 1104713-1 | drooping of face on right side- diagnosed in ER on 3-14 at Bell's Palsey 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1104727-1 Bell's palsy 
(COVID19) 


Pt received his first dose of Pfizer vaccine on 1/26/2021 from a pharmacy. He reportedly had Bell's 
Palsy sometime after this first dose. He was was brought to Health Department off site Covid 
Vaccine Clinic at local market. He had a caregiver with him and was currently staying at a 
COVID19 rehabilitation facility. The facility had signed the patient up for his first dose of Moderna unaware 
BELL'S PALSY | VACCINE | 1104865-1 that he had received a dose of Pfizer in January. The patient stated that he had received a dose 
(COVID19) —— previously. The caregiver stated that the patient had not received a first dose, and contacted the 
facility to confirm this. The vaccinator verified this with a supervisor, and then proceeded to 
administer a dose of Moderna vaccine. The facility realized that the patient had a previous dose of 


Pfizer on 3/15/2021 and the Health Department. The patient was reportedly doing well and his 
primary care provided had been notified on the evening of 3/15/2021. 


COVID19 . : : aa ; : 
BELL'S PALSY |VACCINE | 1105488-1 Developed new onset unilateral facial drooping, difficulty with eyelid closure, loss of nasolabial fold, 
(COVID19) -—————~— | and loss of forehead furrow on 3/7/2021 diagnosed as Bell's palsy 


COVID19 

BELL'S PALSY | VACCINE Bells Palsy, right facial nerve paralysis. 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 1105690-1 | Developed Bells Palsy 10 days after 2nd Covid Moderna shot 
(COVID19) 
COVID19 

BELL'S PALSY | VACCINE | 1105782-1 | Developed Bell's Palsy 3/5/21 and was hospitalized 3/7/21 for 2 days. 
(COVID19) 
COVID19 

BELL'S PALSY | VACCINE | 1105817-1 | Bells Palsey symptoms have returned. Right side of my face twitching and drooping 
(COVID19) 


Bell's Palsy; A spontaneous report was received from a consumer concerning a 85-years-old, male 
patient who received Moderna's COVID-19 vaccine (MRNA-1273) and experienced Bell's palsy. The 
patient's medical history was not provided. No relevant concomitant medications were reported. 
COVID19 On 08 Feb 2021, approximately three days prior to the onset of the event, the patient received 
BELL'S PALSY | VACCINE | 1106167-1 their first of two planned doses of mRNA-1273 (Batch Number: 013M20A) in the left arm for 
(COVID19) ~~ | prophylaxis of COVID-19 infection. On 11 Feb 2021, the patient experienced medically significant 
event Bell's palsy. Treatment details for event Bell's palsy included antiviral medication. Action 
taken with mRNA-1273 in response to the event Bell's palsy was not reported. The outcome of the 


event Bell's palsy was not recovered.; Reporter's Comments: Very limited information regarding 
the events has been provided at this time. Further information has been requested. 


Bell's palsy; This is a spontaneous report from a contactable healthcare professional. A 46-year-old 
female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, 
solution for injection, lot number/expiration date not reported), via an unspecified route of 
administration, administered in left arm on 26Feb2021 as single dose for COVID-19 immunisation. 
The patient's medical history and concomitant medications were not reported. The patient 
experienced bell's palsy on 01Mar2021. The event was reported to have resulted in emergency 

COVID19 room/department or urgent care visit. The outcome of the event was unknown. Information about 

BELL'S PALSY |VACCINE | 1106310-1 | lot/batch number has been requested.; Sender's Comments: Based on the reasonable temporal 

(COVID19) association, the known safety profile of the COVID-19 vaccine, and lacking alternative 
explanations, the Company cannot completely exclude the possible causality between the reported 
bell's palsy and the suspect administration. The impact of this report on the benefit/risk profile of 
the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the 
review and analysis of aggregate data for adverse events. Any safety concern identified as part of 
this review, as well as any appropriate action in response, will be promptly notified to RA, IEC, as 
appropriate. 


COVID19 I now have Bell's Palsy on the left side of my face. The numbness and loss of taste started 3 days 
BELL'S PALSY | VACCINE | 1106843-1 | after the vaccine, then I had an achiness behind my left ear the 4th and 5th day after the vaccine. 
(COVID19) Then I woke up with the paralysis of the left side of my face. I went to the dr's that morning. 


Symptoms -e VAERS 1D Adverse Event Description 


Diagnosed with Bell?s Palsy. Right ear pain and headache radiating to right jaw and neck 
COVID19 worsening over the course of 3 days. Patient started to notice numbness around right side of neck 
BELL'S PALSY |VACCINE | 1106909-1 | and right cheek. Initially thought severe ear infection. Numbness spread to right side of mouth and 


(COVID19) right eyelid after 24 hours. Symptoms worsened until affected right side of tongue. Patient 
prescribed antiviral and steroids. 


Bell's Palsy; A spontaneous report was received from a Consumer concerning a female patient who 

received Moderna's COVID-19 vaccine (MRNA-1273) and experienced Bell's Palsy. The patient's 

medical history was not provided. Relevant concomitant medications were not reported. The 

patient received the first dose of the Moderna COVID-19 vaccine (Batch number not provided) on 

05 Jan 2021 in left arm for prophylaxis of COVID-19 infection On 02 Feb 2021, prior to the onset of 
1107195-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


event, the patient received their second dose of MRNA-1273 (lot/batch: 028L20A) intramuscularly 
in left arm for COVID-19 infection. On 26 Feb 2021, the patient experienced Bell's Palsy which was 
considered as medically significant event. Laboratory details was not provided. Treatment 
information was provided as Valacyclovir HCI, Methylprednisolone and Bupropion, vitamin D, biotin. 
Action taken with mRNA-1273 in response to the events was not applicable. The outcome of the 
event Bell's Palsy was considered as unknown.; Reporter's Comments: Based on the current 
available information and temporal association between the use of the product and the start date 
of the event, a causal relationship cannot be excluded. 


lost strength in both his feet; loss feeling in his left side of the body mainly; Tongue swelling; 
couldn't breathe; weakness of left facial area, arm and leg; tightness of neck; Bells Palsy; 
drooling/saliva on his pillow when he sleeps at night; nauseous; A spontaneous report was 
received from a health care professional concerning a 52-year-old, male patient who received 
Moderna's COVID-19 Vaccine (MRNA-1273) and developed loss of feeling in his left side of the 
body mainly, had tongue swelling, couldn't breathe, lost strength in both his feet, Bell's Palsy, 
drooling, and nausea. The patient's medical history was not provided. Products known to have 
been used by the patient, within two weeks prior to the event, was not reported. On 25 Jan 2021, 
prior to the onset of events, the patient received their first of two planned doses of MRNA-1273 
(Lot unknown) intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 01 Mar 
1107197-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


221, prior to the onset of events, the patient received their second of two planned doses of mRNA- 
1273 (Lot unknown) intramuscularly in the right arm for prophylaxis of COVID-19 infection. On 25 
Jan 2021, patient experienced nausea and couldn't breath, lost strength in his left face, arm, leg, 
developed Bell's Palsy, and suffered from droopiness of the face a bit and drooling/saliva on his 
pillow when he sleeps at night. On 01 Mar 2021, the patient developed developed loss feeling in 
his left side of the body mainly, had tongue swelling, and lost strength in both his feet . Treatment 
for the event was not reported. The patient received both scheduled doses of MRNA-1273 prior to 
the events; therefore, action taken with the drug in response to the events is not applicable. The 
outcome of the events, loss feeling in his left side of the body mainly, had tongue swelling, couldn't 
breathe, lost strength in both his feet, Bell's Palsy, and nausea, were considered unknown. The 
outcome of drooling was not resolved.; Reporter's Comments: Based on the current available 
information and temporal association between the use of the product and the start date of the 
events, a causal relationship cannot be excluded. 


COVID19 
BELL'S PALSY | VACCINE | 1107474-1 | Belle's Palsy: prednisone, analgesics, anti-viral medications 
(COVID19) 


COVID19 Swollen face, tongue feels fat, headache behind R ear, facial dropping, slurring words, eye doesn't 
i close all the way. Started Sunday night to the morning went to ER. Did blood test for Lymes. 
BELL'S PALSY | VACCINE 1107510-1 ; : . f : . 
2 z CONDI Diagnosed with Right sided BELLS PALSY Gave prednisone and Valtrex in ER and discharged on 


those meds too. 


COVID19 Moderna vaccine #1 given 3/2 Pt developed R sided facial pain 3/6 that lasted about 5 or 6 days 
BELL'S PALSY |VACCINE | 1107606-1 | then resolved 3/10 developed R facial droop diagnosed as Bell's Palsy in ER- normal MRI of brain 

(COVID19) done Symptoms of facial weakness persisted till now-day of report being done 

COVID19 ‘ . 
BELL'S PALSY | VACCINE | 1107771-1 Got ied ee ear gett Hie ees of taste around March 8 or so, then L facial 

(covipi9)| paralysis consistent w Bell Palsy on Marc ; 

COVID19 Recurrence of Bell's Palsy I had Bell's Palsy 30 years ago on the right side of my face - it never 
BELL'S PALSY |VACCINE | 1108102-1 | completely restored so I was left with some paralysis in my right cheek and my forehead. I never 

(COVID19) had another episode until three weeks after receiving the Moderna vaccine. 


COVID19 All symptoms reported here are following dose 2 on 3/10/21: Headache, fatigue beginning on 
BELL'S PALSY | VACCINE | 1108109-1 3/12/21 and still present Onset of tingling to mouth, lip and tongue noted late afternoon on 
(COVID19) ~~~ | 3/16/21 Loss of taste onset 3/16/21 Facial drooping noted late 3/16/21 Increased facial drooping, 


numbnes, tingling left side of face and inability to close left eye on 3/17/21 


I received the vaccine on the 15th. Had mild chills and fatigue the following day. The morning of 
the 17th, I woke up and felt like the right side of my face was bruised, just under the apple of my 
COVID19 cheek. Looking in the mirror, I saw my right side of mouth had a droop. I notified the County 
BELL'S PALSY | VACCINE Health Department where I had received the vaccine and then called my PCP. My PCP did a 
(COVID19) telehealth visit with me and confirmed Bell's Palsy characteristics. I had no other issues so no 
further testing was deemed needed and my PCP prescribed a short course of steroids and 


vancyclovir. I have an in person visit with PCP tomorrow. 


Immediately upon receiving the shot I felt pain behind my left ear. It continued throughout the 
next day whereupon I also started experiencing numbness on the left side of my face similar to 
getting a shot of Novocaine at the dentist. As each day passed, the symptoms kept progressing 
across my face until my mouth is permanently skewed to the right. It makes eating, drinking and 
speaking difficult. Coincidentally the day after my vaccination, I had an appointment on Friday, 
March 12 at 10:30am for my first appointment with my new doctor. I mentioned the ear pain (the 
numbness didn't start until that same afternoon) and she mentioned it wasn't uncommon for the 

eOvip 12 lymph glands to be affected by the vaccination. I assumed my symptoms would go away in a few 

BELL'S PALSY | VACCINE 1108291-1 

(COVID19) days. When they kept getting more pronounced, I sent her a couple of emails but she was out of 
the office until Tuesday, March 16. Her assistant contacted me on Tuesday the 16th and told me to 
call 911 and go to the emergency room. I drove myself to the Medical Group emergency room and 
was seen by the Dr. After examining me, she also consulted with a neurologist and they diagnosed 
me with bell's palsy and said it would take between six to eight months to self correct. She 
prescribed me Predisone 20mg dosage of three tablets once a day and Valacyclovir 1 gram dosage 
three times a day. She also suggested I get some eye ointment to use at night and eye drops to be 
used four times a day since my left eye doesn't close all the way now. 


Symptoms ‘Vaccine | vaes 10 | Adverse Event Description 
Type 
COVID19 

BELL'S PALSY | VACCINE | 1108664-1 | Bells Palsy 
(COVID19) 


Patient awoke the day after the vaccine and noticed her left ear swollen and trouble moving parts 
COVID19 of her face, the symptoms progressed over the course of the next few days until she was unable to 

BELL'S PALSY | VACCINE | 1108914-1 | move the entirety of the left side of her face and head. At this moment in the fear of a stroke she 
(COVID19) went to a local Emergency Department where she was given the diagnosis of Bell's Palsy secondary 


to the vaccine 


COVID19 Mild right sided Bell's Palsy 10 days after 2nd Moderna vaccine. My daughter recently got Bell's 
BELL'S PALSY | VACCINE | 1109257-1 palsy 2 months after her 2nd dose of Pfizer vaccine. She also submitted a VAERS report Might the 
(COVID19) ~~ | Bell's palsy be a reaction to the vaccine? Might there be a genetic predisposition since my daughter 


and I now have Bell's palsy. 


I was diagnosed with bells palsy in 2005. Full recovery with small amount of paralysis remaining 
COVID19 on left side of face (left corner upper lip). About 5 days after vaccine noted chewing differently. 
BELL'S PALSY | VACCINE | 1109364-1 Eight day after vaccine new paralysis on left side of face now extending to entire jaw area and 
(COVID19) ~~ | upper and lower lip. New paralysis on right side of face. Eye won't blink, eye brows won't raise, 
unable to puff jaw and area next to noise won't move. Twelve days after vaccine minimal 


improvementlater 


COVID19 
BELL'S PALSY | VACCINE | 1109442-1 | Bell's Palsy 
(COVID19) 


Bell's palsy symptoms developed a few days after the vaccine. Received the vaccine on 2/18, 
started having facial droop on the night of 2/23, was seen in the emergency department on 2/24 
with left facial droop, had a stroke code activation, imaging was negative, was treated with 
COVID19 valacyclovir and prednisone x7 days. Was seen on 3/5 by neurology for follow up. Then was seen 
BELL'S PALSY | VACCINE | 1109683-1 3/11 in the ae again for severe headache and facial pain behind the left ear related to the Bell's 
(COVID19) —— | palsy. His Bell's palsy symptoms have somewhat improved since the original onset but have not 
resolved. He continues to have facial weakness, facial droop, auditory changes due to the Bell's 
palsy. He was most recently seen on 3/16 in primary care to follow up on his symptoms after being 


seen in the emergency department. He did recently have COVID in October of last year. No other 
recent illness or vaccinations. 


Bell's Palsy with symptoms starting 3/14/2021 with mouth issues and facial problems from eye to 
mouth drooping. Recognized pain behind left ear the night before but didn't think about it until 
COVID19 other systems. All symptoms on left side of face. Contacted Dr. and was referred immediately to 
BELL'S PALSY |VACCINE | 1110008-1 | the ER for diagnosis and to rule out stroke. Morning visit to ER and diagnosis was not stroke but 
(COVID19) Bell's Palsy. Treatment of predniSone 20mg taken three at a time each morning for five days and 
Valcyclovir 1 gram taken three times per day for 7 days. Dr. was the ER doctor performing the 


diagnosis. 


Developed Guillian Barre Syndrome with Miller Fisher variant; Bell's palsy; This is a spontaneous 
report from a contactable physician (patient). A 65-year-old male patient received the second dose 
of BNT162B2 (BNT162B2, lot number was not reported), intramuscular, on O8Jan2021 at a single 
dose for COVID-19 immunisation. He received the vaccine at a school/student health clinic. The 
patient did not have COVID prior to vaccination. He did not receive any other vaccines 4 weeks 
prior to receiving BNT162B2. Medical history included hypertension and hypercholesterolemia, both 
were from unspecified dates and ongoing. Concomitant medications included ramipril (ALTACE) for 
hypertension, rosuvastatin calcium (CRESTOR) for hypercholesterolemia, acetylsalicylic acid 
(ASPIRIN), loratadine (LORATIDINE), evolocumab (REPATHA) for hypercholesterolemia. The 
patient previously received the first dose of BNT162B2 (BNT162B2, lot number was not reported), 
intramuscular, on 18Dec2020 for COVID-19 immunisation, at the age of 65-year-old. It was 
reported that patient developed Guillian Barre Syndrome with Miller Fisher variant 10 days (as 
reported) after receiving the 2nd dose of the COVID vaccine on 18Jan2021. He lost the ability to 
use his hands/legs. He received 2 g/kg of IVIG over 4 days starting on 21Jan2021. At the time of 
initial report (Q2Mar2021), he was recovering in an inpatient rehab center. The patient also 
experienced Bell's Palsy on 24Jan2021. The patient further reported that all started with a 
headache on 18Jan2021 and then he began to lose the ability to use his hands and legs. So, he 


COVIDA visited the ER (emergency room) on 20Jan2021 and got hospitalized. On 22Jan2021, he was 


BELLS PALIK CODI? 1110067-1 completely unable to walk. On 24Jan2021, he was also diagnosed with Bell's Palsy which was still 


ongoing at the time of report. The patient stated that he just got out of the inpatient rehab center 
on 03Mar2021. At the time of follow-up report (04Mar2021), he stated that he feels better but it is 
not recovered yet. The patient had undergone laboratory tests and procedures on 20Jan2021 
which includes: Blood test: normal, Urine test: normal, CR Protein: elevated, Covid19 test: 
negative, CT (computer tomography) Scan: normal, MRI (magnetic resonance imaging): normal. It 
was reported that adverse event Guillain Barre Syndrome with Miller Fisher variant required visit to 
ER. The patient was hospitalized for Guillian Barre Syndrome with Miller Fisher variant from 
20Jan2021 to O3Mar2021. The patient received treatment for Guillian Barre Syndrome with Miller 
Fisher variant, while he did not receive any treatment for Bell's palsy. Outcome of the event 
Guillian Barre Syndrome with Miller Fisher variant was recovering, while outcome of Bell's Palsy 
was not recovered. Information on batch/lot number was requested.; Sender's Comments: Based 
on the available information, a possible contribution of the drug to the events Guillian Barre 
Syndrome with Miller Fisher variant and Bell's palsy cannot be excluded. The impact of this report 
on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety 
evaluation, including the review and analysis of aggregate data for adverse events. Any safety 
concern identified as part of this review, as well as any appropriate action in response, will be 
promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate. 


Received vaccine, and no reactions. Nine days after the vaccine slowly had drooping on the right 
side of his face, numbness on the right side of his face, mainly around the mouth, a little on the 
COVID19 eye, hard to close the right eye. General soreness around his mouth when he tries to eat or talk a 
BELL'S PALSY | VACCINE lot. Limited movement of his face do to swelling, difficulty closing his eye, and headache. Went to 
(COVID19) the ER on 3/7/21 and admitted him as they believed he had a blood clot, diagnosed him with Bell's 
palsy on Monday 3/8/21. Was given corticosteroids for 9 days Prednisone 60 mg. The symptoms 


are slowly improving but still has the Bell's palsy. 


Symptoms ae VAERS 1D Adverse Event Description 


Bell's palsy on right hand side of my face; extreme heat in my face; Red face and ears all day; Red 
face and ears all day; This is a spontaneous report from a contactable consumer (patient). A 44- 
year-old female consumer received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE) on 
03Feb2021 at single dose in right arm for covid-19 immunisation at the age of 44-year-old. Lot 
number was Ez9264. Medical history included asthma, interstitial cystitis, allergy to peanuts. The 

COVID19 patient experienced anaphylactic reaction with GADAVIST. Concomitant medications were 

BELL'S PALSY |VACCINE | 1111307-1 | unknown. The patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE) on 

(COVID19) 13Jan2021 at 04:30 in right arm at the age of 44-year-old for Covid-19 immunisation (lot number 
was GI3249). The patient was not pregnant. On 03Feb2021 at 07:15, the patient experienced 
extreme heat in face that lasted 2 minutes. Red face and ears all day but no more extreme heat. 
On 06Feb2021, Bell's palsy on right hand side of face occurred. The patient was not treated for the 


events. The patient did not recover from the events. Patient was not covid tested post vaccination; 
patient did not have covid prior vaccination. 


COVID19 Patient presented tot he hospital Emergency Department with right side facial numbness and 
BELL'S PALSY | VACCINE drooping. Patient was initially screened as a stroke patient but it was ultimately diagnosed as Bell's 
(COVID19) Palsy. Patient was treated and discharged home. 

COVID19 
BELL'S PALSY | VACCINE 
pees nsv (COVID19) ses 


My father developed a severe headache on the evening of 3/15, followed by left sided facial 
paralysis, facial droop approximately 7 days after receiving the first dose of the COVID-19 vaccine 
COVID19 at a CVS pharmacy. He was admitted to hospital on 3/16 for acute stroke workup given his VERY 
BELL'S PALSY | VACCINE | 1111791-1 CLEAR Facial droop, slurred speech. His CT Head was negative for acute bleed and his MRI Brain 
(COVID19) was negative for any acute stroke. He was seen by Neurologist while inpatient and was determined 
to have Bell Palsy and NOT an acute or subacute stroke. Prior to taking the vaccine, he had NO 
facial droop. After taking the vaccine, he received no new medications nor did he travel to any 
other places. Additionally, he lives in a city and has not been hiking in the woods. 
BELL'S PALSY COKE 4111975-1 facial paralysis noted on 42nd day post ist dose or 14th day post 2nd dose, Diagnosed as bells 
(COVID19) ~> | palsy in emergency department 
COVID19 
BELL'S PALSY | VACCINE Bell Palsy approx 4 weeks after second shot 
pausonsr (COVID19) sae 


COVID19 Bells Palsy affect 60 hours after injection. Right eye same manifestation as I had during Covid- 
BELL'S PALSY | VACCINE | 1112407-1 hospitalization in 2020. Seems to be abating finally (approx 18 hrs from detection). Severe 
(COVID19) ~~~ | headaches, chills and fatigue commenced approx 8 hours after injection. LAsted two days. On third 


day, headaches and fatigue continued, but mildly. 


COVID19 
BELL'S PALSY | VACCINE | 1112472-1 | Bells Palsy 
(COVID19) 


About 10 min later, I got up to use the bathroom and I was stumbling b/c I was so dizzy. I was 
sent back to work and eventually sent home for sever dizziness. I was also sent home Sunday and 
COVID19 then severe chills along with dizziness and severe fatigue. I literally laid in bed for days after the 
BELL'S PALSY | VACCINE | 1112560-1 shot b/c I felt like I was about to throw up when I moved. I ended up being diagnosed with Bell's 
(COVID19) ~-~ | Palsy. The side of my face was drooping. My doctor is saying that I ended up with positive Hep C 
results, which he thinks if false and due to the Bell's Palsy from the vaccine. I am still having 
issues. I still have days where the right side of my face will numb and droop. I was told it could 
take up to 6 months to heal or it could be permanent. 

COVID19 : : Pe ; 
BELL'S PALSY | VACCINE | 1112573-1 Pain on left side of face, nasal cavities, mouth. Dull headache, fatigue The following morning when 

(COVID19) — = | I woke up the left side of my face was drooping especially in cheek and mouth areas 

COVID19 
BELL'S PALSY |VACCINE 1112746-1 Bell's palsy 

(COVID19) 

COVID19 
BELL'S PALSY |VACCINE 

(COVID19) 


Bell's palsy left face 


Bell?s Palsy 


Bell's palsy left side of face; This is a spontaneous report from a contactable consumer (patient). A 
71-year-old female patient received her second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, lot number: EN6202) at the age of 71-years-old, intramuscular on left arm on 
28Feb2021 at 13:30 at single dose for COVID-19 immunization. Medical history included asthma, 
allergies, blood cholesterol abnormal (reported as cholesterol), and allergies to penicillin which 
were all ongoing. The patient was not pregnant. She has no COVID prior to vaccination and has no 


prior vaccination and other vaccines in four weeks. Ongoing concomitant medications included 
zileuton (ZYFLO CR) and budesonide, formoterol fumarate (SYMBICORT) for asthma; levocetirizine 
and azelastine hydrochloride, fluticasone propionate (DYMISTA) for allergies; immunoglobulin 
human normal (HIZENTRA); and atorvastatin (LIPITOR) for cholesterol. The patient received her 
first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EL9264) at the age of 
71-years-old, intramuscular on left arm on 02Feb2021 at 14:30 at single dose for COVID-19 
immunization. The patient previously took aspirin and experienced allergy. The allergy was 
reported to be ongoing. The facility type where the vaccine was administered as reported to be 
other and mega-site. The patient experienced Bell's palsy left side of face on 01Mar2021 which 
required physician office visit. The patient was not tested for COVID post vaccination. Therapeutic 
measures were taken as a result of the event and included treatment with valacyclovir 1g, 3x/day. 
The outcome of the event was not recovered. The event was assessed as non-serious by the 
reporter. 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


bell's palsy. He went to the doctor and they put him on Prednisone, which he was still treating. The 


Bell's palsy; This is a spontaneous report from a contactable consumer (patient). A 55-year-old 
male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 1 at the age of 
55-year-old, via an unspecified route of administration, administered in left arm on 16Feb2021 
COVID19 08:30 (Lot Number: EN6200) as single dose for COVID-19 immunisation. There were no medical 
BELL'S PALSY |VACCINE | 1113948-1 | history and concomitant medications. On 20Feb2021, the patient started developing some tingling 
(COVID19) and the right side of his face doesn't work anymore. The next day (21Feb2021) he went to the 
doctor and he was diagnosed with Bell's Palsy. He has got full blown, right side of his face was flop, 
event required a visit to the physician office. The outcome of the event was unknown. 


Symptoms E VAERS ID Adverse Event Description 


bell's palsy; A spontaneous report was received from a consumer concerning a female patient of 
54-years-old who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's 
palsy. The patient's medical history included Bell's palsy in the past (15 years ago). No relevant 
concomitant medications were reported. On 02-Feb-2021, prior to the onset of the event, the 
patient received their first of two planned doses of mRNA-1273 (lot/batch: 010M20A) 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


intramuscularly for prophylaxis of COVID-19 infection. On 02-Mar-2021, the patient was diagnosed 
with Bell's palsy. Treatment for the event included steroid and antiviral medications. Action taken 
with mRNA-1273 in response to the event was not reported. The outcome of event Bell's palsy was 
considered recovering.; Reporter's Comments: Based on the current available information and 
temporal association between the use of the product and the onset date of the event, a causal 
relationship cannot be excluded. However, patient's prior medical history of Bell's palsy may have 
been contributory. 


potential Bell's palsy; A spontaneous report was received from a 84-years-old female patient who 
received Moderna's COVID-19 vaccine (MRNA-1273) and was diagnosed with Bell's palsy. The 
patient's medical history was not provided. No relevant concomitant medications were reported. 
On 07-FEB-2021, the patient received their first of two planned doses of MRNA-1273 (lot/batch: 
unknown) intramuscularly for prophylaxis of COVID-19 infection. Approximately around 25-FEB- 
COVID19 2021, the patient's face started to droop. She was unable to close ner eyes. The patient went to 
BELL'S PALSY | VACCINE | 1114263-1 the emergency room. The patient was diagnosed with potential Bell's palsy and was prescribed 


(COVID19) ~~ | prednisone. The patient was asked to follow-up with the physician. On 07-MAR-2021, the patient 
received their second of two planned doses of mRNA-1273 (lot number: unknown) intramuscular 
for prophylaxis of COVID-19 infection. The patient had an appointment with her physician on 15- 
MAR-2021. Action taken with mRNA-1273 in response to the events was not applicable. The 
outcome of event potential bell's palsy was unknown. The reporter did not provide the assessment 
for the event, Bell's palsy.; Reporter's Comments: Very limited information regarding this event 
has been provided at this time. Further information has been requested. 


Bell's Palsy; A spontaneous report was received from a consumer concerning a 64-year-old male 
patient who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's palsy 
(facial paralysis). The patient's medical history was not provided. No relevant concomitant 
medications were reported. On 4 Mar 2021, at 13:00, four hours prior to the onset of the event, 
COVID19 the patient received their first of two planned doses of mRNA-1273 (lot: unknown) intramuscularly 
BELL'S PALSY | VACCINE | 1114267-1 in the right arm for prophylaxis of COVID-19 infection. On 4 Mar 2021, the patient had had Bell's 
(COVID19) ~=~~ | palsy and had to go to the emergency room (ER). They went to the emergency room (ER) because 
they though the patient was having a stroke. Treatment details included IV (intravenous) 
medication. Action taken with mRNA-1273 in response to the events was unknown. The outcome 
of the event of Bell's palsy was unknown.; Reporter's Comments: Based on the current available 


information and temporal association between the use of the product and the start date of the 
event, a causal relationship cannot be excluded. 


Chills; Fatigue; Bell's palsy; A spontaneous report was received from a 49-years-old female patient 
who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced chills and bell's palsy. 
The patient's medical history was not provided. Concomitant medications include daily vitamin. On 
15-JAN-2021, prior to the onset of the events the patient received her first of two planned doses of 
MRNA-1273 (lot/batch: 037K20A) intramuscularly for prophylaxis of COVID-19 infection. A few 
COVID19 hours after receiving the Covid-19 vaccine, the patient had chills for a day. On 08-FEB-2021, 25 
BELL'S PALSY | VACCINE | 1114273-1 days after receiving the vaccine, the patient experienced bell's palsy on her left side of the face. 
(COVID19) ~~~ | On 12-FEB-2021, the patient received her second of two planned doses of mRNA-1273 (lot/batch: 
043L20A) intramuscularly on left arm for prophylaxis of COVID-19 infection. Treatment details 
were not provided. Action taken with mRNA-1273 in response to the events was not applicable as 
the patient already received the second dose of the vaccine. The outcome of event(s), chills was 


recovered and the outcome for the event bell's palsy was not recovered.; Reporter's Comments: 
Based on the current available information and temporal association between the use of the 
product and the start date of the events, a causal relationship cannot be excluded. 


one side of his face was paralyzed/ had bell's palsy; A spontaneous report was received from a 

consumer concerning an 85-years-old male patient who received Moderna's COVID-19 vaccine 

(mMRNA-1273) and one side of his face was paralyzed (Bell's palsy). The patient's medical history 

as not reported. Concomitant use was not reported. On 08-Feb-2021, the patient received their 

first of two planned doses of MRNA-1273 (Lot number: 013M20A) intramuscularly in left arm for 

prophylaxis of COVID-19 infection. On 11-Feb -2021, three days after receiving vaccine, one side 
1114896-1 


COVID19 
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of his face was paralyzed. They called the nurse line and was unsure if he was having a stroke. 
They were instructed that he needed to go the emergency room and to call 911. After several 
hours in emergency department, the healthcare professionals said he had Bell's Palsy. He was 
given antiviral medication, prednisone, and eye drops as a treatment. Action taken with mrna- 
1273 in response to the event was not reported. The outcome of event was not reported.; 
Reporter's Comments: Based on the current available information which includes a temporal 
association between the use of the product and the start date of the reported events, and 
excluding any other etiology, a causal relationship with the event cannot be excluded. 


Bells palsy effect; Rapid heartbeat; Numb nose, nasal cavity, cheeks; Numb eyelids; A 
spontaneous report was received from a consumer, concerning a 65 year-old, female who received 
Moderna's COVID-19 vaccine (MRNA-1273) and developed a rapid heartbeat/tachycardia, her 
nose, nasal cavity, cheeks and eyelids were numb/hypoaesthesia, Bell's palsy effect/facial 
paralysis. The patient's medical history included were overweight and pre diabetic. The patient was 
allergic to latex and was dairy sensitive was not provided. Concomitant product included was 
vitamins. On 16 Feb2021, few minutes prior to the onset of symptoms, the patient received her 
first of two planned doses of MRNA-1273 (batch number: 004M20A) intramuscularly in the left arm 
COVID19 for prophylaxis of COVID-19 infection. On 16 Feb 2021, the patient, while she was staying for 15 
BELL'S PALSY |VACCINE | 1114898-1 | minutes in the facility, she felt a rapid heartbeat. It was not alarming, but it was faster than 
(COVID19) normal. Five minutes after leaving the facility, which was 20 minutes after she received the 
vaccine, her nose, nasal cavity, cheeks and eyelids were numb. This numbness stayed for two 
hours and the disappeared. The numb sensation on the nose stayed for 3 whole days after the 
vaccine was administered. The patient consulted the primary doctor, who stated that it was a Bells 
Palsy effect. Treatment information was not provided. The outcome of the events of rapid 
heartbeat, nose, nasal cavity, cheeks and eyelids were numb were considered recovered and the 


outcome for Bells palsy effect was unknown.; Reporter's Comments: Based on the current 
available information and temporal association between the use of the product and the start date 
of the events, a causal relationship cannot be excluded. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy; because it could be a stroke; This is a spontaneous report from a contactable 
consumer. A 74-year-old male patient received second dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, solution for injection, lot Number: EM9810), via an unspecified route of 
administration on the right arm on 19Feb2021 14:30 at single dose for COVID-19 immunisation. 
The patient medical history was not reported. There were no concomitant medications. The patient 
previously took first dose of BNT162B2 on 29Jan2021 for COVID-19 immunisation and experienced 
a sore shoulder. A few years ago he got 2 at the same time, he got a flu shot and a pneumonia 
shot on the same day. He felt really bad for part of a day. He felt unwell that was years ago. he 
does not have any brand name, manufacturer name or lot number expiration information to 
provide for these vaccines from years ago. The patient experienced bell's palsy on 25Feb2021. 
There is a drooping eye, his eye didn't fully close but his lip wasn't right and the doctor said no 
because it could be a stroke ( unspecified date in Feb2021), go to the ER and that is where he was 
diagnosed was in the hospital ER. He was discharged home from the emergency room. The 
outcome of the event was not recovered. 


One of her eyes and mouth were dropping a little bit/Bell's palsy; Broken out with fever blisters; 
Rash and itching all over the trunk; Itching all over the trunk; A spontaneous report was received 
from a patient's spouse in the concerning a 77-year-old female patient who experienced one of her 
eyes and mouth were dropping a little bit/Bell's palsy/database: facial paralysis, rash and itching 
all over the trunk/database: rash, rash and itching all over the trunk/database: pruritus and broke 
out with fever blisters/database: oral herpes. The patient's medical history was not reported. 
Concomitant medications included metoprolol, lisinopril, acetylsalicylic acid, omeprazole 
rabeprazole sodium, vitamin D, duloxetine, folic acid, vitamin A, balofloxacin, vitamin B12 and 
amlodipine. On 25-Feb-2021, one day before the start of symptoms, this patient received the 
planned dose of mRNA-1273 solution for injection, dosage not provided, (Lot/Batch number: 

COVID19 012A21A) via unknown route at unknown anatomical location for prophylaxis of COVID-19 

BELL'S PALSY | VACCINE infection. On 26-Feb-2021, the patient developed a rash and itching all over the trunk. The events 

(COVID19) resolved on 27-Feb-2021. On 28-Feb-2021 the husband noticed one of the patient's eyes and her 
mouth were drooping a little bit. He took her to the ER (Emergency Room) because he thought she 
was having a stoke. She had also broken out with fever blisters. They ran tests NOS and 
everything was normal. The treating Physician said it was Bell's palsy and it was due to the 
vaccination. The events were treated with prednisone 15 mg and valacyclovir 1 gram. Action taken 
with mMRNA-1273 in response to the event was unknown. The outcome for the events, one of her 
eyes and mouth were dropping a little bit/Bell's palsy/database: facial paralysis and broke out with 
fever blisters/database: oral herpes is unknown. The outcome for the events, rash and itching all 
over the trunk/database: rash, rash and itching all over the trunk/database: pruritus is recovered.; 
Reporter's Comments: Based on the current available information and temporal association 
between the use of the product and the start date of the events, a causal relationship cannot be 
excluded. 


COVID19 
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Dizzy; short term memory sucks and it's frustrating; Can't see well; Fibromyalgia; bone pain; 
Neuropathy; Feeling aches in the body; Bells palsy-paralysis on the left side of the face/ pressure 
on the left side of the face and neck; headache; Ringing in the ears; Pressure in the ears; A 
spontaneous report was received from consumer concerning a 41-year-old, male patient who 
received Moderna's COVID-19 vaccine (mMRNA-1273) and experienced pressure in ears/ear 
discomfort, ringing in ears/tinnitus, pressure on the left side of the face and neck which was found 
to be Bell's Palsy/facial paralysis, Headache, neuropathy peripheral, fibromyalgia, memory 
impairment, couldn't see well/visual decrease, feeling aches in the body/myalgia, and dizziness. 
The patient's medical history included neuropathy and fibromyalgia and past cancer. No relevant 
concomitant medications were reported. On 03 Feb 2021, the patient received the first of two 
doses of MRNA-1273 (Lot number: 028L20A) intramuscularly for prophylaxis of COVID-19 
infection. On 24FEB2021 the patient began experiencing pressure and a ringing in the ears and 
then started like a pressure on the left side of the face and neck. On 25FEB2021, the patient 
started having a headache and on 26FEB2021 the paralysis on the left side of the face began. The 
patient said that it worsened, couldn't eat, couldn't speak, and went to the hospital. The patient 
said that they had a CT Scan, and the result was that it wasn't a stroke. Vitals were taken and 
blood work came back normal. The conclusion was Bell's Palsy. The patient stated that they 
couldn't see well and were dizzy. The patient said that they were experiencing fibromyalgia and 
neuropathy that they had when they had cancer. The patient also mentioned that they were 
experiencing some bone pain and that their short term memory was not good and was frustrating. 
Treatment of these events were not reported. The outcome of the events, ear discomfort, tinnitus, 
facial paralysis, headache, neuropathy peripheral, fibromyalgia, memory impairment, visual 
decrease, myalgia and dizziness were considered unknown.; Reporter's Comments: Based on the 
current available information and temporal association between the use of the product and the 
start date of the event, a causal relationship cannot be excluded. The patient's medical history of 
neuropathy, fibromyalgia and past history of cancer remains the contributing factors. Further 
information has been requested. 


After 24 hours, I started having body aches, that night couldn't sleep I took Ibuprofen it helped, 
over the weekend I kept taking Ibuprofen. Monday my tongue and half of head was sensitive and 
weird, it kind of hurt to rub through my hair and tongue felt like pins and needles this lasted 
through Thursday, and that morning woke up wit a lump behind my ear, I went to clinic, the doctor 
COVID19 or PA diagnosed me with shingles, but I don't have any sores, he gave me a prescription but the 
BELL'S PALSY | VACCINE | 1115503-1 next morning I woke up and notice i lost facial control on left side, could blink or close mouth on 
(COVID19) | deft side. I went to clinic and they diagnosed me with Bells Palsy and gave mea prescription for 
steroids and that was last Friday and its been a week that I've been on these meds. The main 
problem is the Bells Palsy has made my left side not work, dizziness, pain down my neck, the lump 
behind my ear finally went away after a week but the paralysis on the left side of my face is still 
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there and the dizziness. I was having headaches but stayed on top of it with Advil and today I go 
back to clinic for a follow up appointment. 


Symptoms ees VAERS 1D Adverse Event Description 


COVID19 
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COVID19 
BELL'S PALSY |VACCINE Bell's palsy, left-side facial droop 
(COVID19) 


Tongue feels funny; Chewing is hard; His left eye and face are changing shape, smiling is hard; 
Possible Bell's Palsy; Numbness on left side of face; Swelling arm; Painful arm; Headache; A 
spontaneous report was received from a consumer concerning a 70-year-old, male patient who 
received Moderna's COVID-19 Vaccine (mRNA-1273) and experienced possible Bell's Palsy/facial 
paralysis, numbness on left side of face/hypoaesthesia, tongue felt funny/paraesthesia oral, 
chewing was hard/mastication disorder, left eye and face were changing shape, smiling was hard/ 
facial discomfort, sore arm/pain in extremity, arm swelling/peripheral swelling, and headache. The 
patient's medical history was not provided. Concomitant product use was not provided by the 
reporter. On 13 Feb 2021, prior to the onset of the symptoms, the patient received the first of two 
planned doses of mRNA-1273 (Batch number: 015M20A) intramuscularly for prophylaxis of COVID- 
19 infection. On 13 Feb 2021, the patient initially had pain, swelling, sore arm and headache. 
Patient stated on 15 Feb 2021, he had some numbness on left side of face, chewing and smiling 
was hard. Patient stated a couple days later, he had numbness and on 01 Mar 2021, his left eye 
and face were changing shape, tongue felt funny, and it was hard to brush teeth. Patient spoke 
with doctor and MRI was scheduled on 12 Mar 2021, according to patient there was a possibility for 
Bell's Palsy. Treatment information was not provided. Action taken with mRNA-1273 in response to 
the events was not provided. The outcome of the events, facial paralysis, hypoesthesia, 
paraesthesia oral, mastication disorder, facial discomfort, pain in extremity, peripheral swelling and 
headache were considered unknown.; Reporter's Comments: Based on the current available 
information and temporal association between the use of the product and the start date of the 
events, a causal relationship cannot be excluded. 


Left face Bells Palsy 


Bell's palsy; Firm red swollen arm; Firm red swollen arm; A spontaneous report was received from 
a consumer concerning a female patient who received Moderna's COVID-19 vaccine (mRNA-1273) 
and developed firm red (erythema), swollen arm (peripheral swelling) and bell's palsy. The 
patient's medical history was not provided. No relevant concomitant medications were reported. 
On 05 Jan 2021, prior to the onset of the events, the patient received their first of two planned 
COVID19 doses of mRNA-1273 (Batch number: 011J20A) for prophylaxis of COVID-19 infection. On 05 Jan 
BELL'S PALSY | VACCINE 2021, the patient developed firm red swollen Arim: On 22 Jan 2021, the patient experienced 
(COVID19) medically significant event of symptoms of bell's palsy. No treatment information was provided. 
Action taken with mRNA-1273 in response to the events developed firm red (erythema), swollen 
arm (peripheral swelling) and Bell's palsy was not reported. The outcome of the event firm red 
(erythema) and swollen arm (peripheral swelling) was resolved on an unspecified date. The 
outcome of the event bell's palsy was not reported.; Reporter's Comments: Based on the current 
available information and temporal association between the use of the product and the start date 
of the events, a causal relationship cannot be excluded. Further information has been requested. 
pt stated that he got the covid vax he developed head ache and fatigue. Around the 4th day he 
started having a tickling and numbness around the mouth area. On 3/1/2021 he felt a difference 
and could tell something was going. He went to see his PCP on 3/2/2021. He was diagnosed w/ 
Bells Palsy. He did not give him any meds that day. When he got home his symptoms got worse. 
He contacted his PCP which then prescribed steroids and baclofen. Pt is applying warm compresses 
and messages. He has also had acupuncture. His left eyebrow is downward and the left side of his 
mouth is drooping. He feels like he has sand in left eye. 


Left sided Bell's Palsy starting 12 March with numbness and change in the taste in his mouth. By 
Sunday, March 14 she started to develop left sided facial weakness, particularly his mouth. He 
denied any drooping on his mouth and noted some drooping near his nostril. He was also unable to 
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BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) move his eyebrows on that side. Starting on Monday, March 15 he began to have difficulties closing 
his left eyelid. 


COVID19 
BELL'S PALSY | VACCINE | 1116802-1 | Onset of Bell's Palsy two weeks post-vaccination 
(COVID19) 


COVID19 Bell's Palsy, right side. Onset 3/10/21. Facial palsy impairing eating/drinking/speaking/blinking/eye 
BELL'S PALSY |VACCINE | 1116853-1 | closure unable/facial expression droop/unilateral lack of facial movement or facial expression. 
(COVID19) Reduced salivation. 


The patient called the pharmacy reporting that she developed Bells Palsy shortly after receiving her 
first COVID-19 Pfizer BioNTech vaccine. She did report that she had some dental procedure within 
the same time frame and was not sure if the vaccine or her dental work that caused her 
COVID19 symptoms. She did tell me that her symptoms were on the same side as her dental work and that 
BELL'S PALSY |VACCINE | 1116877-1 | her symptoms resolved within 2 days, but her physician did tell her it was Bells Palsy. She called 
(COVID19) our pharmacy as she is supposed to receive her second COVID vaccine tomorrow and was not sure 
if she should still get it still with this reaction. I informed her that the vaccine was unlikely to be 
the cause of her Bells Palsy symptoms and that she is still indicated as an individual who should 


receive the second vaccine. 


COVID19 
BELL'S PALSY | VACCINE L-SIDED BELL'S PALSY 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1116977-1 | Sore arm for two days. Diarrhea. Developed Bell's Palsy after six days. 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1117245-1 | Pt developed L sided Bell's Palsy one day after administration of vaccine 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1117388-1 Loss of taste, facial paralysis. Dx of Bell?s Palsy 
(COVID19) 


COVID19 Right-sided facial numbness and slight facial drooping right after receiving vaccine. Tingling and 
BELL'S PALSY | VACCINE | 1117439-1 pins/needles sensation. Numbness has prolonged up til this day. Received medical treatment from 
(COVID19) ~~~ ~ | physician who mentioned bells palsy and prescribed Prednisone 20mg take 3 tablets by mouth 
everyday for 7 days and Valacyclovir 1 gram 3x a day for 7 days. 


Symptoms as VAERS 1D Adverse Event Description 


I was vaccinated on Friday morning. Everything seemed OK. On the next day Saturday, I felt some 
COVID19 numbness on me left upper lip and right tooth. The numbness increased and changed to my left 
BELL'S PALSY | VACCINE | 1117478-1 face paralysis. I could not chew or close my left eye totally. My husband brought me to the ER on 
(COVID19) ~~~ | Tuesday morning. They diagnosed that I had peripheral Bell's palsy and gave prescription to me 
with antivirus medicine, prednison, eye oilment and eye drops, and shield to cover my left eye 


while I go to sleep. Today is Friday, one week after I got vaccinated. I also go to get acupuncture. 


COVID19 
BELL'S PALSY |VACCINE | 1117975-1 Bell's palsy on 9th day after 2nd vaccine prednisone taper 
(COVID19) 
COVID19 7 : i : . 
i Was diagnosed with Bells Palsy which started on 3/5/21 and affects the left side of my face, slight 
BELL'S PALSY |VACCINE : : linen : f f 
(COVID19) loss of function of lip and corner of mouth and some sensitivity on left side of my face 


COVID19 Developed Bells Palsy, Right side 5th cranial nerve affecting the motor branch. No muscle 
BELL'S PALSY | VACCINE | 1118566-1 movement from the top of head all down the right side of face. Numbness feeling all in cheek. 
(COVID19) ~~~ | Right eye does not open or close, cannot raise eyebrow, right side of mouth is drooping. No muscle 


movement at all - paralysis of right side of face from top of the head to the jaw. 


COVID19 Bell's Palsy and signs/symptoms/clinical course characterized by weakness and sensory loss, 
BELL'S PALSY |VACCINE | 1118761-1 currently being evaluated by Neurology, most recent clinical note 20Mar2021 states not consistent 
(COVID19) ~~~ —~_ | with Guillian-Barre Syndrome, broad differential diagnosis, high suspicion for medical conditions 


which mimic acute inflammatory demyelinating polyneuropathy (AIDP). 


COVID19 
BELL'S PALSY | VACCINE Bell's Palsy 
(COVID19) 
COVID19 ——— - F 
BELL'S PALSY | Vaccine | 1118995-1 | Bells Palsy on right side of face. Droopy eyes and mouth on one side Started antiviral and 
(coviD19); its; corticosteroid x 1 week on 3/18/2021 


Bells palsy; A spontaneous report was received from a consumer, concerning a 70-year-old, male 
who received Moderna's COVID-19 vaccine (MRNA-1273) and developed Bell's Palsy/ facial 
paralysis. The patient's medical history was not provided. Concomitant product was not provided. 
COVID19 On 01 Feb 2021, approximately 31 days prior to the onset of the symptoms, the patient received 
BELL'S PALSY | VACCINE | 1119809-1 his first of two planned doses of mRNA-1273 (batch number: 012M20A) intramuscularly in the left 
(COVID19) ~~ | upper arm for prophylaxis of COVID-19 infection. On 03 Mar 2021, post vaccination, the patient 
experienced Bell's Palsy. Treatment included prednisone 20 mg once daily and valacyclovir 1g TID 
7 days. The outcome of the event, Bell's Palsy was unknown.; Reporter's Comments: Based on the 


current available information and temporal association between the use of the product and the 
start date of the event, a causal relationship cannot be excluded. 


BELL'S PALSY VACCINE Bells Palsy on March 7, 2021 (about 6 weeks after 2nd vaccine dose). Duration of condition is still 
(COVID19) on going 2 weeks post onset. 


Mouth started tingling within 15 min of receiving the shot. Was extremely tired within an hour, 
slept all day until following morning. I woke up with neck pain, headache, tension and pain behind 
left ear. Pain got worse as the day passed. Following day the pain was unbearable and I went to 
the hospital. They provided medication for pain and antibiotics in case of infection. Medication was 
COVID19 i A A : i A 
BELL'S PALSY | VACCINE | 1120303-1 not working and pain progressively got worse. A day after going to the hospital the numbing in my 


(COVID19) “~~ | mouth got worse and progressed to the entire left side of my head. By the evening , the left side of 
my face started dropping, at which time I went to the hospital again. The physician at the hospital 
advised I had Bell?s palsy and gave me pain medication, which did not work. The following day I 
saw my personal physician and he provided me with prescription medication for pain and relief of 
Bell?s palsy. 


COVID19 Was seen by my doctor diagnosed with Bells Palsy prescribed 20mg Prednisone and valacyclovie , 
BELL'S PALSY | VACCINE | 1120746-1 | ™Y need to see a nerve specialist, and is scheduled for a CT scan. 30 min after shot my nose was 
(COVID19) ~~ | numb then in the morning my month was numb I call (doctor) and made an appointment to see a 


doctor 


COVID19 I developed Bell?s palsy about 24 hours after the vaccine was administered. I ended up in the 

BELL'S PALSY |VACCINE | 1121678-1 | emergency room and they confirmed it was Bell?s palsy. I am on steroids for one week and should 
(COVID19) see results within a few days. I went to the ER on 3/20/21 and have been on steroids since. 
COVID19 

BELL'S PALSY | VACCINE | 1121884-1 | Bell's Palsy - left side of face, right eye very watery. 

pasonsr (COVID19) same 


COVID19 Developed increased left eye lacrimation the morning of 3/13. Then received Moderna vaccine at 
BELL'S PALSY | VACCINE 11:30 AM. Then developed facial droop, loss of nasolabial fold, increased lacrimation of left side. 
(COVID19) Was evaluated on 3/18/2021 with diagnosis of Bell palsy. 


Bell's palsy; A spontaneous report was received from a 66-years-old male patient who received 
Moderna's COVID-19 vaccine (MRNA-1273) and experienced Bell's palsy. The patient's medical 
history was not provided. No relevant concomitant medications were reported. On 23 Feb 2021, 
prior to the onset of the event, the patient received their first of two planned doses of MRNA-1273 
(lot/batch not provided) intramuscularly in the left arm for prophylaxis of COVID-19 infection. 
COVID19 Three to four days after receiving the vaccine, the left side of the patient's face was frozen. The 
BELL'S PALSY | VACCINE | 1123119-1 | patient was rushed to the emergency room because he thought it was a stroke. The physician 


(COVID19) confirmed that was not a stroke, and diagnosed Bells' palsy. The patient reported that he spent 6 
hours in the hospital and the doctor prescribed him prednisone and valacyclovir. The patient 
reported feeling better now. Action taken with MRNA-1273 in response to the event was unknown. 
The outcome of event, Bell's palsy, was considered recovering.; Reporter's Comments: Based on 
the current available information and temporal association between the use of the product and the 
start date of the event, a causal relationship cannot be excluded. 


Symptoms ees VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY | VACCINE | 1123147-1 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1123335-1 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 1123712-1 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 1123779-1 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 1123796-1 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 

BELL'S PALSY |VACCINE | 1124089-1 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 1124090-1 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 1124425-1 
e D19 


"left side of face just under cheek bone feels slightly numb and tingly, left side of mouth appears 
very, very, very, slightly ""drooped"" like it does not match the right side of my mouth; left side of 
face just under cheek bone feels slightly numb and tingly, left side of mouth appears very, very, 
very, slightly ""drooped"" like it does not match the right side of my mouth; left side of face just 
under cheek bone feels slightly numb and tingly, left side of mouth appears very, very, very, 
slightly ""drooped"" like it does not match the right side of my mouth; This is a spontaneous report 
from a contactable consumer (patient himself). A 50-year-old male patient received the first dose 
of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration, 
administered in arm left on O6Mar2021 15:45 (at age of 50-year-old) (Lot Number: EN6206) as 
single dose for COVID-19 immunization. Medical history included high blood pressure, high 
cholesterol, obesity. There was known allergies: bee stings and sulfa drugs. Concomitant 
medications included atorvastatin (LIPITOR); hydrochlorothiazide, lisinopril (LISINOPRIL HCTZ); 
and emtricitabine, tenofovir disoproxil fumarate (TRUVADA). The patient reported ""left side of face 
just under cheek bone feels slightly numb and tingly, left side of mouth appears very, very, very, 
slightly 'drooped' like it does not match the right side of my mouth but you have to stare and look 
really close to notice it. Should I hold off on getting my second dose in the next 3 or 4 weeks to 
see how this goes?"" The adverse events start time was 06Mar2021 20:45. The events did not 
result in emergency room visit or physician office visit. It was unknown if treatment received for 
the events. There was no COVID prior vaccination or COVID tested post vaccination. The outcome 
of events was not resolved." 


Patient developed Bell's Palsy 1 week ago. Facial drooping. 


Bells Palsy 


EUA Pfizer -BioNTech vaccine 3 days after vaccine, patient complained about facial droop. She saw 
her PCP who diagnosed her with Bell's Palsy. She was prescribed acyclovir and prednisone. 4 days 
after the vaccine, she began to feel dry eyes, and difficulty swallowing. She was advised that 
symptoms will improve with time and steroids and to return to the ED if she experiences voice 
changed or cannot tolerate liquids. 


Was diagnosed with bell's palsy; A spontaneous report was received from a physician concerning a 
64-year-old, female patient, who received Moderna's COVID-19 vaccine (MRNA-1273) and 
experienced one weak eye and was diagnosed with Bell's palsy. The patient's medical history and 
concomitant medications were not provided by the reporter. On 26 Dec 2020, prior to the onset of 
the events, the patient received the first of two planned doses of MRNA-1273 (lot/batch number: 
unknown) intramuscularly in the deltoid muscle of an unknown arm for prophylaxis of COVID-19 
infection. On 27 Dec 2020, the patient had one weak eye. On 28 Dec 2020, the patient went to the 
urgent care, was diagnosed with Bell's palsy. The event Bell's palsy was found to be medically 
significant. Treatment medications reported were steroids and valacyclovir. Action taken with 
mMRNA-1273 in response to the event was not reported. The outcome of Bell's palsy was unknown.; 
Reporter's Comments: Based on the current available information and temporal association 
between the use of the product and the start date of the event, a causal relationship cannot be 
excluded. 


Bells palsy; Numbness in face; Pain in head; A spontaneous report was received from a consumer 
(patient), a 70-year-old female patient, unknown race and ethnicity, who received Moderna's 
COVID-19 Vaccine (MRNA-1273), and developed Bell's palsy (facial paralysis), pain in head 
(headache) and numbness in face (hypoaesthesia). The patient did not report medical history. 
Concomitant medications were also not reported. On 03 Feb 2021, prior to the onset of events, the 
patient received her first of two planned doses of MRNA-1273 (Batch number: 013M20A), 
intramuscularly in the arm for prophylaxis of COVID-19 infection. On 08 Feb 2021, after 
administering the vaccine, the patient developed headache followed by numbness on face on 09 
Feb 2021. On 11 Feb 2021, the patient was diagnosed with Bell's palsy. No treatment information 
was provided. Action taken with second dose of mMRNA-1273 in response to the events was not 
reported. The outcome of the events, headache, numbness in face and Bell's palsy, were 
considered as unknown.; Reporter's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded. 


Bell's palsy; A spontaneous report was received from a consumer who was a 59-year-old, male 
patient who received Moderna's COVID-19 vaccine (MRNA-1273) and developed Bell's palsy (facial 
paralysis). The patient's medical history was not provided. No relevant concomitant medications 
were reported. On 12 Jan 2021, approximately seven days prior to the onset of the symptoms, the 
patient received the first of two planned doses of MRNA-1273 (Batch number: unknown) 
intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 19 Jan 2021, the patient 
developed Bell's palsy. As per patient, there was loss of taste, his eyeball was not moving, he had 
facial pain and he could not raise right side of his lips. The patient stated that his symptoms were 
still on going at the time of report. Both his PCP and neurologist can not confirm this is not related 
to vaccine. Treatment for the event included a seven-day course of Valtrex and Prednisone. Action 
taken with mRNA-1273 in response to the event was not provided. The event, Bell's palsy, was 
considered not recovered/not resolved.; Reporter's Comments: Based on the current available 
information and temporal association between the use of the product and the start date of the 
event, a causal relationship cannot be excluded. 


Patients husband called to report incident. Patient developed Bells Palsy on 3/16/21, which was 8 
days following the 1st dose of Moderna Covid-19 vaccine. She was treated by PCP and also by a 
specialist. Ongoing tests and follow-up were scheduled. She was started on several medications 
that the husband reporting did not know at the time. The incident was reported to the pharmacy 
several days after incident. 


Early next morning noted to have difficulty with lisp which progressed over several hours to full left 
sided facial paralysis including eye, cheek, and lip. Also swelling and pain from top of head all the 
way to neck on left side. Still unable to drive or use left eye. 


Bell?s palsy 
Bell?s palsy after second dose on dare anove 


Di ee 
Symptoms ‘symptoms | Vaccine VAERS ID Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE Left Bells Palsy 
(COVID19) 


COVID19 Transient face swelling, right eye dryness, cluster headaches since 03/05/21. Bells palsy symptoms 
BELL'S PALSY | VACCINE | 1124757-1 right side of face since 03/07/21. Swelling is transient symptom. Cluster headaches are transient 
(COVID19) ~~~ | symptoms. Bells palsy symptoms have not resolved. Treatment from PCP is steroid prescription 


started 03/20/21. 


Bell's palsy; jaundice looking legs; inability to communicate clearly; Seems to be experiencing 
numerous seizures; This is a spontaneous report from a non-contactable consumer. A 20-year-old 
male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Batch/lot and expiry 

COVID19 unknown), via an unspecified route of administration on 26Feb2021 as a single dose for covid-19 

BELL'S PALSY | VACCINE immunization. The patient's medical history and concomitant medications were not reported. The 

(COVID19) patient experienced Bell's palsy, jaundice looking legs, inability to communicate clearly and seems 
to be experiencing numerous seizures on 04Mar2021. The events were considered serious due to 
hospitalization. The patient was hospitalized on 04Mar2021. It was unknown if patient received 
treatment for the events. The outcome of the events was not recovered. Information on the 
lot/batch number has been requested. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1126157-1 | Bells palsy R side 
(COVID19) 


After 24 hours right arm was sore, swollen with large amount of redness around injection area, 
could not raise it above the shoulder. Entire body was weak and fatigued. 48 hours everything 
seemed back to 'normal'. Roughly 80 hours later from the vaccination, suddenly body cramped up 

COVID19 and had trouble speaking and pronouncing words. Fell to the ground and had hand spasms similar 

BELL'S PALSY | VACCINE to bells palsy or cerebral palsy. Could not speak fluently or get up on my own. After 45 minutes to 

(COVID19) 1 hour, when paramedics were called and came they sat me up. Within a few minutes, like a 
switch, I could speak normally again and could walk on my own. Walked out to the ambulance and 
waited for 15 minutes or so, and everything seemed fine and back to 'normal'. Declined to go to 
hospital, and since that episode things are still 'normal'’. 


Bell?s Palsy treated with prednisone steroid and Valacyclovir anti-viral prescription 


Bells Palsy 


COVID19 

BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 

BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 

BELL'S PALSY | VACCINE | 1126753-1 | Shingles and Bells Palsy- Diagnosed in office 3/23/2021 Pt prescribed Gabapentin 
(COVID19) 


Bell's palsy 


COVID19 Patient noticed facial drooping and increased drowsiness. She went to the emergency department 
BELL'S PALSY | VACCINE | 1126867-1 | 2" 2/19 and was diagnosed with Bell's palsy. She was treated with valacyclovir 1000mg PO TID for 
(COVID19) “~~ | 7 days and prednisone 20mg PO TID for 5 days. She completed the course of treatment and as of 


3/16/21, symptoms had resolved. 


Moderna COVID-19 Vaccine EUA Patient received Moderna Vaccine - first dose on 3/15/21 around 3 
pm. Patient returned to the vaccine clinic to speak with doctor (reporter of event) on Wednesday 
3/17 to inquire on the left-sided facial numbness and droopiness the patient was experiencing. Pt 
COVID19 stated the left-sided facial reactions started on Tuesday, 3/16 in the morning. Doctor assessed for 
BELL'S PALSY | VACCINE | 1126900-1 further signs of other neurodeficit (i.e. stroke) and patient denied. Doctor encouraged patient to 
(COVID19) —— | contact PCP. Patient contacted PCP that day (3/17), and then saw her PCP on Thursday 3/18. From 
phone follow up with patient on Monday, 3/22, patient stated her PCP diagnosed her with Bells 
Palsy, and initiated her on a 10 day course of prednisone along with valacyclovir. Pt since last 


Thursday, 3/18 has taken a leave of absence from work. Pt has upcoming physical therapy 
scheduled for Wednesday, 3/24. Follow up still in progress. 


COVID19 
BELL'S PALSY | VACCINE BELLS PALSY-DIAGNOSED AT EMERGENCY ROOM 
(COVID19) 


COVID19 "PATIENT STATED WENT TO ED ON 3/4/2021 2 WEEKS AFTER 1ST DOSE OF COVID VACCINE WITH 
BELL'S PALSY | VACCINE | 1126974-1 | ""FLARE UP OF BELL,S PALSY"" TO RIGHT SIDE OF HER FACE. FOLLOWED UP WITH PRIMARY CARE 


(COVID19) PHYSICIAN AND WAS STARTED ON PREDNISONE." 


About 18 hours after my 2nd Covid vaccine I had trouble swallowing, The liquid would come out 
COVID19 the left side of my mouth and I couldn't control it. The next day my left eye hurt and would not 

BELL'S PALSY |VACCINE | 1127127-1 | stop watering. Yesterday it was worse, I had a crooked smile and more severe eye pain and 
(COVID19) watering, Went to Urgent Care and after ruling out a stroke I was diagnosed with Bell's palsey. I 


have not been diagnosed with Bell's in the past. 


COVID19 
BELL'S PALSY |VACCINE | 1127182-1 | Bells Palsy 
(COVID19) 


Got flu like systems the following day and each day felt weaker with headache and ear and neck 
COVID19 pain thought flu ignored. Then felt worse went to urgent care tested negative for corona virus. 
BELL'S PALSY | VACCINE | 1127225-1 | Seen by dr on site.12/12/21. Double ear infection. Home with antibiotics, got worse. Face extreme 
(COVID19) pain went to ER at hospital due to left side face dropping and speech slurring was diagnosed with 


double ear infection and Bell Palsy on 3/14/2021. 


I immediately started feeling a burning through my throat , sinus cavity, tongue and lips. About an 
COVID19 hour later I got a headache, diarrhea, fever of 101, body aches, no taste , my tongue was missing 

BELL'S PALSY |VACCINE | 1127330-1 | skin and still sore, my lips are missing skin and keep getting blisters, I had to get 3 injections for 
(COVID19) Bell?s palsy today, yesterday the left side of my face started dropping. It?s day 5 and I still feel all 


the symtoms and it takes so much energy to just take a breath. 


COVID19 — B - i 
BELL'S PALSY | vaccine | 1127605-1 | 12 days after first shot----on 3/21 Bells Palsy---put on Prednisone and Valacyclov-----seeing 
(COVID19) Primary on 3/24/2021 


Symptoms ae VAERS 1D Adverse Event Description 


COVID19 On 3/21/21 his neck started bothering him and progressed into him not being able to use half of 
BELL'S PALSY | VACCINE | 1127665-1 his face. He was transported to Local Hospital. Where he was diagnosed with Bell's Palsy. He was 
(COVID19) “~~ | given a treatment of Prednisone. He was seen again by the Facility provider on 3/23/21 where the 


prednisone was continued on a tapered dose. Acyclovir was also added to the treatment. 


COVID19 
BELL'S PALSY | VACCINE | 1127813-1 | Bell's palsy symptoms. Droopy eye (right) and tingling in the ears. 
(COVID19) 


15 minutes after vaccine was getting lightheaded and little dizzy. Then 30 minutes after ( now 45 
minutes after vaccine) started getting nerve problems behind left eye that was bothering me. Then 
my face got nerve problems too. Then all my teeth on top and bottom row were hurting. my lips 
and tongue got numb with nerve problems like I had too much Novocain. Then my throat felt like it 
COVID19 : F t f : 
BELL'S PALSY | VACCINE | 1127824-1 | WaS swelling up. I called hot Line of vaccine to report side effects. They transferred me to a Covid 
(COVID19) ~= ~~~ | 19 nurse that said go to emergency room right away sounds like yiur getting Bell?s palsy. FYI my 
brother who lives in another state did not report his side effects. In February he got the second 
dose of Pfizer and he said four hours after he got nerve problems in his face and his right side of 


eye and mouth drooped and he was talking strange like someone with paralysis of mouth . Still has 
it but never went to doctor and won?t fill out info to report 


Bell's palsy; A spontaneous report was received from a consumer concerning a 58-years-old, 
female patient who received Moderna's COVID-19 vaccine (mMRNA-1273) and experienced Bell's 
palsy (facial paralysis). The patient's medical history was not provided. No relevant concomitant 
medications were reported. On 27 Feb 2021, approximately eight days prior to the onset of the 
event, the patient received their first of two planned doses of MRNA-1273 (Batch number: 
COVID19 011A21A) intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 6 Mar 2021, 
BELL'S PALSY | VACCINE | 1128050-1 the patient started showing symptoms of numbness in face. She went to emergency response on 
(COVID19) -e | O08 Mar 2021 and was diagnosed with Bell's palsy. She said she didn t have drooping or paralysis, 
but still have numbness. She went to other provider for second opinion and was given high dose of 
Vitamin B-12 and Acyclovir. No additional treatment information was given. Action taken with 
MRNA-1273 in response to the event was not reported. The outcome of event, Bell's palsy was 
considered not recovered.; Reporter's Comments: Based on the information provided which 


includes a temporal association between the reported events, administration of MRNA-1273 
vaccine and excluded all other etiologies, a causal association cannot be excluded 


; COVID19 Bell's Palsy, treated on 2/21/2021 with Prednisone and Valacyclovir for 7 days, will take several 

BELLS PALSY | VACCINE months to see if improvement in facial nerves/muscles 

(COVID19) p 

COvIDT? Developed Bell?s Palsy to left side of face. Unable to blink left eye, numbness to left side lips/ 
BELL'S PALSY | VACCINE 1128198-1 , ` . s " . , 

mouth Being treated with Prednisone and Valacyclovir 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE 

(COVID19) 


COVID19 Developed Bell's palsy, was treated with prednisone and valtrex, almost completely resolved by 
BELL'S PALSY | VACCINE 3/24/2021, he had previously when he was 15 or 16 years of age with complete resolution, was 
(COVID19) told at that time that it may recur, given over one month doubt if from the vaccine but wanted to 
report since may be important in data collection 


Bells Palsy as per ER in Facial numbness and weakness, unable to move eyelid on left side change 
in food taste per pt 


right sided bell's palsy 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Bell's Palsy; headache; very low energy; This is a spontaneous report from a contactable consumer 
who reported for herself. This 33-year-old female patient received the first dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE, lot number: EN6201) at single dose for COVID-19 
immunisation on 19Feb2021 04:00 PM. Relevant history and concomitant drugs were unknown. 
The patient was not pregnant at the time of vaccination. The patient did not receive other vaccine 
in four weeks. No known allergies to medications, food, or other products. The patient stated on 
the day of my vaccine, she felt fine. She had a slight headache that worsened into the next day, 
but it was managpble. She also felt very low energy, so she laid low. The next day when she woke 
COVID19 up on 21Feb2021 she felt fine, no headache and had my energy back. She was feeling fine until 
BELL'S PALSY | VACCINE | 1129251-1 | she was diagnosed with Bell's Palsy on O5Mar2021 in the Emergency Room at 9:00 AM. She had 
(COVID19) numbness in her tongue earlier in the day and at night was not able to drink out of a straw or eat 
off a spoon. Her smile was crooked and so she went in. They ruled out a stroke and tumor and 
then diagnosed her with Bell's Palsy. The left side of her face was the impacted side with weakness 
of that side of her face and pain behind her left ear. The patient received medication as treatment. 
The outcome of event Bell's Palsy was not resolved. The outcome of events headache and low 
energy was resolving. The reporter considered the events were non-serious. The patient was not 


Bell's Palsy/ facial droop 


diagnosed with COVID-19 prior vaccination; Nor COVID tested post vaccination. She did not 
receive any other vaccines within 4 weeks prior to the COVID vaccine. Nor any other medications 
the patient received within 2 weeks of vaccination. 


Bells Palsy on right side of face; Headache; fatigue; sore right arm(injection arm); This is a 
spontaneous report received from a Pfizer sponsored program . A contactable consumer (patient) 
reported that a 73-year-old male patient received the first dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, solution for injection) via an unspecified route of administration in the right 
arm on 21Feb2021 at a single dose for COVID-19 immunization. Medical history included 20 years 
ago (in 2001), he had Bell's Palsy on left side of face which was more severe, he had lost his 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


hearing and the paralysis was present for a long period of time. The patient's concomitant 
medications were not reported. The patient had a sore right arm (injection arm), headache, and 
fatigue after the vaccine (unspecified date in 2021). On O2Mar2021, 10 days after the first dose 
(as reported), he developed Bell's Palsy on right side of face. He has been put on prednisone by his 
MD to treat the Bell's Palsy that he was currently experiencing. He was on Prednisone for Palsy and 
wondering if it could decrease efficacy of vaccine. He wanted to know if the second dose is going to 
create a problem with the Bell's Palsy. The outcome of the events was unknown. Information on 
the lot/batch number has been requested. 


Symptoms ees VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE 
-~ n - 
"Cannot move his right cheek/Bell's palsy/Right side of his face was paralyzed; A spontaneous 
report was received from a consumer concerning a 67-year old male patient, who received 
Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's palsy. The patient's medical 
history was not provided. Concomitant medications were not provided by reporter. On 06 Mar 
2021, 2 days prior to the onset of the events, the patient received the first of the two of their 
planned doses of MRNA-1273 (Lot number: 029A21A) in the left arm for prophylaxis of COVID-19 
infection. Patient received the vaccine on 06 Mar 2021. On 07 Mar 2021, the patient called to 
COVID19 report biting of teeth and hard to swallow. On 08 Mar 2021 upon waking up he noticed he could 
BELL'S PALSY | VACCINE not move his right cheek. He went to his doctor and an MRI was done of the brain. Doctors 
(COVID19) impression was Bell's palsy. On 09 Mar 2021, he noted that the right side of his face was 
paralyzed. He cannot close his right eye; the right side of his mouth was always downwards and 
his ""eyeballs were not on the same level". The patient was prescribed with prednisone 20mg 3 
tabs to be once a day for 7 days, 2 tabs to be taken once a day for 3 days, and 1 tab to be taken 
once a day for 3 days. Action taken with mMRNA-1273 in response to the event was not applicable. 
The event Bell's palsy was deemed medically significant. The outcome of the events Bell's palsy 
was not recovered/resolved.; Reporter's Comments: Based on the current available information 
and temporal association between the use of the product and the start date of the event, a causal 
relationship cannot be excluded." 
COVID19 
BELL'S PALSY | VACCINE 
~= - 


numbness on left side of face, watery eyes, could not blink eyes, speech was slurry, Bell's palsy; A 
spontaneous report was received from a consumer concerning herself, a 57-year-old, female 
patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's Palsy. The 
patient's medical history was not provided. No concomitant medications were reported. On 03 Mar 
2021 prior to the onset of the events, the patient received their first of two planned doses of 
mRNA-1273 (Lot number: 029H21A) intramuscularly in the left non dominant deltoid for 
prophylaxis of COVID-19 infection. On 03 Mar 2021, same day after vaccination, the patient had 
numbness on the left side of her face, watery eyes, could not blink the eyes, speech was slurry, 
visited ER where the physician diagnosed it as Bell's palsy and was treated with steroids, Action 
taken with mRNA-1273 in response to the events was unknown. The outcome of the events was 
unknown.; Reporter's Comments: Very limited information regarding this event/s has been 
provided at this time. Further information has been requested. 


"Fluid on the ear; Bells palsy; Jaw pain; A spontaneous report was received from a consumer who 
was a 71-years-old, female patient who received Moderna's COVID-19 Vaccine (mRNA-1273) and 
who experienced: Bells palsy(facial paralysis), jaw pain (pain in jaw), and fluid on ear (middle ear 
effusion). The patient did not provide any relevant or specific medical history. Concomitant product 
use was not provided/unknown by the reporter On 11 Feb 2021, the patient received her first of 
two planned doses of mRNA-1273 (Batch number 013M20A) intramuscularly for prophylaxis of 
COVID-19 infection. On 28 Feb 2021, the patient started to experience jawpain and went to see 
her doctor. The date of the doctor visit was not provided/unknown by the reporter. The patient was 
told by the doctor, ""she had fluid on ear."" Patient endorses, ""she has had fluid on ear before and 
never had that type of pain."" Patient reports she returned for medical care on 06 Mar 2021 and 
was seen by a nurse practioner. The nurse practioner said she had Bells palsy. Patient indicated 


she had all signs on(of) Bells palsy."" The patient expressed concern regarding her eyesight as 
nurse practioner said ""she could get dust in eye because of inability to close eye."" Patient also 
wanted a call back on whether or not to take the second dose. Treatment for the events included: 
""pregnisone"" (presumed to be prednisone, reported as pregnisone 500mg/1000mg) and an anti- 
viral (reported as valacyclovir 1000mg) which was prescribed by the nurse practioner. Action taken 
with mRNA-1273 in response to the events was not reported. Outcome of the events of Bells palsy, 
jaw pain and fluid on ear was unknown.; Reporter's Comments: Based on the current available 
information and temporal association between the use of the product and the onset date of the 
reported events, a causal relationship cannot be excluded." 


COVID19 l - l 
BELL'S PALSY |VACCINE | 1129820-1 | Left sided Bells palsy. Notably pt with remote hx of Bells palsy on the same side. occurred approx 
(COVID19) 12 hours after injection. 


Bell's palsy; A spontaneous report was received from consumer concerning male patient of 
unknown age, who developed Bell's Palsy (Facial paralysis). The patient's medical history was not 
provided. Concomitant product use was not provided/unknown by the reporter. On an unknown 

COVID19 date, the patient received his first planned vaccine doses of mRNA-1273 (Batch number: 

BELL'S PALSY | VACCINE unknown), intramuscularly, for prophylaxis of COVID-19 infection. On 15 Mar 2021, the reporter 

(COVID19) stated that the patient experienced Bell's Palsy shortly after receiving the vaccine. Treatment for 
the event was not known. Action taken with mRNA-1273 in response to the event(s) was not 
provided. The outcome of the event, Bell's Palsy, was unknown.; Reporter's Comments: Based on 
the current available information and temporal association between the use of the product and the 


start date of the event, a causal relationship cannot be excluded. 


COVID19 On march 21, patient noticed wekness and pain with left eye. difficulty eating with left side of face. 
BELL'S PALSY | VACCINE | 1129844-1 | has let facial droop, left eyebrow weakness, dimished gag reflex, taste left handed, acute onset, 
(COVID19) age-sent to higher level of care to ruse out acute CVA 


pt stated that on 3/20/21 he developed facial paralysis on the right side of this face and loss of 
COVID19 taste. Pt went to Urgent Care. They gave him a glucose test, Covid 19 Rapid test, took BP and 
BELL'S PALSY | VACCINE Temp. which was 98.5. Pt diagnosed w/ Bells Palsy and was prescribed prednisone and valacyclovir. 
(COVID19) Pt is slightly recovering at this time but feels like he is improving. Pt was instructed to contact Dr. 


upon finishing medication to see if he needed to be referred to a Neurologist. 


COVID19 
BELL'S PALSY | VACCINE | 1130051-1 | 7 days post vaccine patient had cellulitis at injection site and had developed Bells Palsy. 

(COVID19) 

COVID19 Pt presented to the ED with right-sided facial drooping and was diagnosed with Ball's Palsy. Pt was 
BELL'S PALSY | VACCINE | 1130077-1 | prescribed prednisone in the ED. Evaluated today at our office and was prescribed valtrex. 

(COVID19) Currently experiencing right eye dryness and irritation. 

COVID19 No reaction to first shot on January21. After 2nd shot on February 23, had one day of soreness in 
BELL'S PALSY | VACCINE | 1130101-1 | 3M feeling achy and ill. Then on March14 face started going numb on left side, eye drooping. 

(COVID19) ~~~ | Went to ER and after tests, diagnosed Bell?s Palsey. Was given Valacyclovir Hcl and Prednisone 20 

mg. for 5 days. Still experiencing these symptoms. 


COVID19 
BELL'S PALSY | VACCINE | 1130218-1 | Symptoms of Bell's Palsy on right side of face as diagnosed by Dr. 
(COVID19) 


Symptoms ae VAERS 1D Adverse Event Description 


COVID19 J og : i . et gl 
BELL'S PALSY | VACCINE | 1130468-1 Two ie ao to vaccination developed left facial Bell's Palsy. Also, still has significant left 
(COVID19) ———~—- | arm local reaction. 
COVID19 L F . 
' eft eye began to droop on 3-17. By 3/20 the entire left side of my face had started to drop. Went 
BEES PALSY | VACCINE to dr on Monday, 3/23 and diagnosed with Bell?s Pal 
(COVID19) y, and was diagnosed wi ell?s Palsey 
COVID19 
BELL'S PALSY | VACCINE 1130708-1 Bell's Palsy 
(COVID19) 


COVID19 Moderna COVID-19 Vaccine EUA - suspected stroke symptoms was in the ER 3/22/21 released 
BELL'S PALSY |VACCINE 
(COVID19) 


determined likely not a stroke per CT Scan. Returned to ER 3/23/21 as symptoms became more 
severe overnight - was diagnosed with Bells Palsy via MRI. Prescribed steroid. Treatment was at 
hospital emergency room. 


Bell's palsy predniSONE 20MG vaiACYclovir HCL 1GM Artifitial Tears Erythomycin 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


Severe grade v, Bell?s palsy on left face. Started 3days after second covid-19 vaccine. Patient has 

COVID19 history of Bell?s palsy on the same side about 10years ago but had near full resolution with only 
BELL'S PALSY |VACCINE | 1132288-1 | mild facial asymmetry and eye lid droop prior to this. Patient sought care in our ER 3/24 and I did 
(COVID19) a video call with him 3/25 confirming severe left facial droop and inability to raise left eye brow or 


close eye, consistent with house-Brockman v Prednisone/valacyclovir initiated 


COVID19 
BELL'S PALSY | VACCINE | 1132341-1 | Bell?s palsy facial paralysis on left side of face 
(COVID19) 


Bell's palsy facial paralysis right side of face was droopy with no control on eye, nasal, and mouth; 
This is a spontaneous report from a contactable consumer. A 35-year-old female patient received 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), dose 1 via an 
unspecified route of administration, administered in Left Arm on 06Mar2021 18:15 (Batch/Lot 
COVID19 Number: EN6201) as single dose for COVID-19 immunisation. Medical history included COVID from 
BELL'S PALSY | VACCINE | 1132484-1 Dec2020 to an unknown date. There were no concomitant medications. The patient previously took 
(COVID19) ~~~ | cefalexin (KEFLEX) and experienced known allergies to KEFLEX. The patient experienced Bell's 
palsy facial paralysis right side of face was droopy with no control on eye, nasal, and mouth on 
07Mar2021 18:00 with outcome of not recovered. The event resulted in doctor or healthcare 
professional office/clinic visit. The patient underwent lab tests and procedures which included blood 


Bells Palsy 


BELL'S PALSY Tene Recurrence of left side facial Bells Palsy. tingling of left lower and upper lip and slight droop of left 
(COVID19) side of mouth. 


labs: unknown results on an unknown date. Therapeutic measures were taken as a result of the 
event. 


This is a spontaneous report from a contactable consumer. A 66-year-old female patient received 
her second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EN6206) at 
the age of 66-years-old, via an unspecified route of administration in left arm on 07Mar2021 at 
11:00 at single dose for COVID-19 immunization. Medical history included high blood cholesterol 
and triglycerides. The patient was allergic to medications, food, or other products (unspecified). 
COVID19 She was not pregnant. Prior to vaccination, the patient was not diagnosed with COVID-19. The 
BELL'S PALSY | VACCINE | 1132486-1 patient's concomitant medications were not reported. She received her first dose of BNT162B2 
(COVID19) ~~ ~ | (PFIZER-BIONTECH COVID-19 VACCINE, lot number and expiration date were not provided), via an 
unspecified route of administration on an unspecified date at single dose for COVID-19 
immunization. The facility where the most recent COVID-19 vaccine was administered was at a 
hospital. On 09Mar2021 at 15:00, the patient presented with Bell's palsy which required a doctor 


or other healthcare professional office/clinic visit and was treated with BETAMETASONA 5.0 mg. 
Since the vaccination, the patient has not been tested for COVID-19. The outcome of the event 
was not recovered. 


Bell's palsy; This is a spontaneous report from a contactable Nurse (patient). A 64-year-old Female 
patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) on 27Feb2021 
at single dose in left deltoid for COVID-19 immunisation at the age of 64-year-old. Lot number was 
EN6200. Relevant medical history and concurrent conditions included Herpes zoster/ shingles, Bells 
palsy, overweight. Concomitant medications included ergocalciferol (Vitamin D) for her bones and 
that kind of stuff. First dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) was received 
on 21Jan2021 for COVID-19 immunisation at the age of 64-year-old. Historical vaccine included 
typhoid, malaria and yellow jacket. Patient initially confirmed she has had no reactions after prior 
vaccinations. On 06Mar2021 at 02:30, the patient experienced Bells palsy; the event was 
considered Medically significant; the patient visited emergency room; the patient was given 
Zanamivir, antiviral in the Emergency Room. The patient had been told by other people that she 
should get started on a steroid, so she started prednisone, prescribed by the NP at her primary 
COVID19 care. Patient had right facial paralysis right at the time of report, it was slightly worse than when 
BELL'S PALSY | VACCINE | 1132487-1 she first noticed it. The patient did not think she has reached the maximum of the Bells Palsy and 
(COVID19) ~~~ | she had to drink coffee out to of a straw and issues with her words. The patient did not recover 
from the event. The reporter mentioned that she has had several family members who have had 
Bells Palsy. The odds that she received something that could trigger some kind of immune 
response, the time frame, the fact she got the vaccine, also fact she has a history of shingles she 
would have to associate with the vaccination. The reporter had done mission work and has never 
had a reaction to any of the vaccines that she received for that.; Sender's Comments: Based on 
temporal association, the causal relationship between BNT162B2 and the event facial paralysis 
cannot be excluded. The information available in this report is limited and does not allow a 
medically meaningful assessment. This case will be reassessed once additional information 
becomes available. The impact of this report on the benefit/risk profile of the Pfizer product is 


evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 
aggregate data for adverse events. Any safety concern identified as part of this review, as well as 
any appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics 
Committees, and Investigators, as appropriate. 


Symptoms es VAERS 1D Adverse Event Description 


COVID19 8 days after the Covid 19 Moderna Vaccine #1 was received, I started having adverse symptoms: 
ELL'S PALSY | VACCINE | 1132682-1 left side of mouth was numb, face got numb and then left eye would not close completely. After 
(COVID19) ~~~ | Emergency Room visit, I was given a Cat Scan and MRI and the neurologist diagnosed my 


condition as Bells Palsy. 


B : 
ER Doctor said I have Bell's Palsy. Left side facial paralysis.; I started feeling funny; I started 
feeling funny and weak; Eye is watering, feels like there is grit in there; Eye is watering, feels like 
there is grit; Uncomfortable.; This is a spontaneous report from a contactable consumer, the 
patient. A 60-years-old male patient received the second dose of bnt162b2 (PFIZER-BIONTECH 
COVID-19 MRNA VACCINE; Batch/Lot Number: EN6202), via an unspecified route of 
administration, administered in Arm Left on O3Mar2021 at 12:15 (at the age of 60 years old) as 
SINGLE DOSE for covid-19 immunisation. Historical Vaccine includes BNT162b2 Dose 1, 10Feb2021 
at 14:00 , Lot number=EL9263 in Left arm Medical history included diabetes mellitus. There were 
no concomitant medications. The patient has no known allergies. No other vaccines were given 
within 4 weeks. Prior to vaccination, the patient was not diagnosed with COVID-19. Since the 

COVID19 vaccination the patient had not been tested for COVID-19 Facility where the most recent COVID-19 

BELL'S PALSY |VACCINE | 1133027-1 | vaccine was administered was a Hospital. On 04Mar2021 at 13:15, The patient experienced Bell's 

(COVID19) palsy. left side facial paralysis (medically significant), started feeling funny and weak, eye is 
watering, feels like there is grit and uncomfortable. The adverse events resulted in an Emergency 
Room Visit. Treatment was given for the events. The clinical course is as follows the day after I 
went to the (Withheld). Patient started feeling funny and weak. Since he was close to a local 
Hospital Emergency room. ER Doctor said 'I have Bell's Palsy. Left side facial paralysis’. He 
prescribed prednisone. Have to wear eye patch on left eye. Eye wont close. Can't eat or drink on 
left side. I was told by my primary care doctor that this could last up to 6 months. And that 85 
percent of cases clear up. Eye is watering, feels like there is grit in there. Uncomfortable. 

B è 


Treatment (Prednisone therapy) was given for the events. The clinical outcome of the events Bell's 
palsy. left side facial paralysis, started feeling funny and weak, eye is watering, feels like there is 
grit and uncomfortable was not recovered. 


developed Bells Palsy on the left side of my face; eye irritation; lack of blinking; stiffness in mouth 
and jaw; This is a spontaneous report from a contactable consumer. . A 37-years-old male patient 
received first dose bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, Formulation: Solution 
for injection, Lot Number: EN 6205) via an unspecified route of administration in arm left on 
COVID19 06Mar2021 17:15 at single dose for COVID-19 immunisation. The patient medical history was not 
ELL'S PALSY | VACCINE | 1133046-1 reported. Concomitant medication included PEPCID [ALUMINIUM HYDROXIDE GEL, DRIED 
(COVID19) ~~~ | MAGNESIUM CARBONATE]. The patient had no known allergies. The patient was not tested for 
COVID prior vaccination. The patient experienced facial paralysis, eye irritation, lack of blinking, 
stiffness in mouth and jaw. The patient underwent lab tests and procedures which included corneal 
reflex decreased, sars-cov-2 test: negative on 15Mar2021. Therapeutic measures were taken as a 


result of events with steroids. The outcome of the events was not recovered. Follow-up attempts 
are completed. No further information is expected. 


"experiencing facial paralysis in lips which progressed to the rest of right side of face; Bell's Palsy; 
Headache in right back portion of head; This is a spontaneous report from a contactable consumer 
(the patient). A 43-year-old male patient received the first dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, Lot #: EN6202) via an unspecified route of administration, in the right arm on 
02Mar2021 at 14:30 PM (at the age of 43 years). Medical history included high blood pressure. 
Prior to the vaccination, the patient was not diagnosed with COVID-19. Concomitant medication 
COVID19 taken within two weeks of vaccination included hydrochlorothiazid. The patient did not receive any 
BELL'S PALSY | VACCINE | 1133499-1 other vaccines within four weeks prior to the vaccination. The patient previously took ibuprofen 
(COVID19) “~~~ | and experienced hypersensitivity. It was reported that the patient experienced headache in right 
back portion of head which started in PM on 05Mar2021. On 07Mar2021 the patient began 
experiencing facial paralysis in lips which progressed to the rest of right side of face. The patient 
went to the hospital emergency department. Bloodwork was normal. Computerized tomogram (CT) 
scan was noted as ""unremarkable"". He was diagnosed with Bell's Palsy and prescribed Valtrex 


and Prednisone. On 10Mar2021 he was still experiencing facial paralysis and headache. The clinical 
outcome of the events was not recovered. It was also reported that since the vaccination, the 
patient had not been tested for COVID-19." 


I had had a severe reaction to the flu shot I received on 9/28/21...developed Bell's Palsy. The 
symptoms lasted a few weeks. Most of the symptoms resolved, but I still have areas of weird 
COVID19 sensations that has not gone away. For the immediate treatment, I was given a prescription for 
BELL'S PALSY | VACCINE | 1133530-1 steroids and was told I shouldn't have any additional problems for future vaccinations. I was 
(COVID19) ~~~ | scared to get the COVID vaccine thinking I could have another severe reaction, but I was assured 
it should not happen again. I had the COVID vaccine on 3/10/21. Yesterday, 3/24/21, exactly 2 
weeks to the day, I'm feeling like the Bell's Palsy symptoms are returning. I have had a large fever 


blister on my mouth and one side of my face is feeling somewhat numb. 


COVID19 ; : es a ; 
BELL'S PALSY | VACCINE | 1133744-1 Husband contacted me. Symptoms stared 5 days after vaccination. Original diagnosis may have 
(COVID19) ~> | been shingles but was changed to Bells Palsey 


Patient developed symptoms of Bell's Palsy 5 days after receiving 2nd dose of Pfizer/BioNTech 
COVID19 Covid vaccine. Vaccine was given 3/7/21, facial drooping and slurred speech developed 3/12/21. 
BELL'S PALSY |VACCINE | 1134138-1 | Patient was evaluated in ED on 3/16/21. MRI revealed no acute process and she was diagnosed 
(COVID19) ~~~~~~—_ | with Bell's Palsy. Treatment included Prednisone 60mg QD for 7 days and valacyclovir 1000mg TID 
for 7 days. Symptoms improved after 2 days of treatment and resolved 3/22/21. Follow up visit 


with Primary Care Physician 3/25/21. 


COVID19 I week after the second dose around lunch time, I started feeling numbness in my face. I went 
BELL'S PALSY | VACCINE | 1134232-1 home and took my mask off and had facial drooping on my right side and the numbness on the left 
(COVID19) ~~ | side. I went to the Dr. and diagnosed me with Bals Palsy and gave me prednisone, and lasted 


about a month. 


The day after the second dose I felt sweaty hot and nauseous. I was still really sleepy on the third 
day. My eye started hurting and I could hear a buzzing sound in both ears. It got worse and worse 
by day six and I was having trouble seeing out of my right eye. It was really painful underneath 
COVID19 my eye on the inside corner with swelling on the top lid. The Steroids seemed to help the problem 
1134238-1 


‘ with my eye. The doctor suspected Bells Palsy. On week two I was prescribed steroids from 
Bee ee (count Lymphadenopathy. I still have the ringing in my ears which is increasing after it had subsided for a 
little time. I also felt pressure in my ears which is very uncomfortable. Whenever I stop taking the 
Steroids the ringing in my ears returns like Tinnitus. I plan to reach out to a doctor again because 
the ringing in my ears has returned after it had improved but was still present after 10 weeks. I 
did not have any of the same symptoms after the same dose. I have seen a lot of professionals. 


Symptoms na VAERS ID Adverse Event Description 


COVID19 a , . ; P . ro 
BELL'S PALSY |VACCINE | 1134393-1 lenceria ghee does ~ side facial paralysis (partial), intermittent ear and facial pain. 
(COVID19) = set a ays pregnant. 
COVID19 
BELL'S PALSY |VACCINE 1134437 -1 Left sided Bell's palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 1134527-1 Bell's Palsy 
(COVID19) 


COVID19 On 03/24/2021 @ 0730 am, I experienced drooping and weakness of right side of face and mouth. 
BELL'S PALSY |VACCINE | 1134650-1 | Diagnosed with Bells Palsy at emergency room. CT was negative for mass. Prescribed Prednisone 
(COVID19) 20 mg 3 tab daily for 7 days, & Acyclovir 800mg 5 tablets daily for 10 days.. 


Bell's Palsy; Felt lightheaded and dizziness; Fatigue; A spontaneous report was received from a 
consumer concerning an 83 year-old male patient who was administered Moderna's COVID-19 
vaccine (mRNA-1273) and developed Bell's palsy, Dizziness, and Fatigue. The patient's medical 
history and concomitant medications were not reported. On 03-FEB-2021, prior to the onset of 
events, the patient received his first dose of two planned doses of mRNA-1273 (lot# unknown) 
COVID19 intramuscularly for the prophylaxis of COVID-19 infection. On 04-MAR-2021, the patient was taken 
BELL'S PALSY |VACCINE | 1135291-1 | to ER and was diagnosed with a mild case of Bell's palsy. He also felt dizziness, lightheaded, and 
(COVID19) fatigue. Attending doctor at the Veterans Administration said he could take the vaccine but his 
primary care physician advised him to wait a week. Treatment included prednisone and 
valacyclovir. Action taken with mRNA-1273 in response to the events was not applicable. The 
outcomes of events, Bell's Palsy, Dizziness, and Fatigue, were unknown.; Reporter's Comments: 


Based on the current available information and temporal association between the use of the 
product and the start date of the events, a causal relationship cannot be excluded. 


"Could not close eye and mouth would not move; A spontaneous report was sent by a consumer 
who was a 68-year old, female patient who received Modern's COVID-19 vaccine (MRNA-1273) 
and experienced an episode of ""could not close eye and mouth "" and was diagnosed with Bell's 
palsy. The patient's medical history is unknown. Concomitant medication include Metformin 500 
twice in a day, Losartan 50 mg, Atorvastatin, valacyclovir 1000 mg thrice in a day, Hydrochloride 
12.5 mg, Prednisone. On 18 Feb 2021, the patient received the first of two planned doses of 

COVID19 MRNA-1273 (Lot number: 023M20A) intramuscularly for prophylaxis of COVID-19 infection. On 09 

BELL'S PALSY |VACCINE | 1135308-1 | Mar 2021, the patient reported she noticed her eye would not close and her mouth would not 

(COVID19) move. She has no events prior to this date. The patient went to the emergency room and was 
prescribed valacyclovir 1000 milligrams and prednisone 60 milligrams. At the time of this report, 
the patient reported she was feeling fine and her speech was improving, but her eye still would not 
shut. Action taken with mMRNA-1273 in response to the events was not reported. The outcome of 
the event of Bell's palsy, was considered not resolved.; Reporter's Comments: Based on the 


current available information and temporal association between the use of the product and the 
start date of the event, a causal relationship cannot be excluded." 


COVID19 73 year old female client told RN on 3/22 that on March 14th, after getting 2nd dose of Pfizer 
, j vaccine (EN 16203). On March 15th morning, she got Bell's Palsy on her R face. Her doctor sent 
BELES rater (coun) 1135534-1 her to ER and the doctor prescribed her Prednisone (20 mg tid) and Valacyclovir (1 g tid) for 7 


days. After one week, client was slowly recovered. 


hurting from her hand to her chest; stress; nausea and threw up that night; nausea and threw up 
that night; Bell's palsy; arm on the side she got her shot was hurting; This is a spontaneous report 
from a contactable consumer (patient). A 34-year-old female patient received BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE, solution for injection) (at 34 years of age), dose 2 via an 
unspecified route of administration, administered in Arm Left on 26Jan2021 (Batch/Lot number 
was not reported) as a single dose for COVID-19 immunisation. Medical history included asthma 
wherein she doesn't take medication, it was usually when she was cold; she had this diagnosis 
since her childhood. She was diabetic and was diagnosed when she was 16 years old (2002). 
Concomitant medication included insulin human injection, isophane (HUMULIN N) and insulin 
human (HUMULIN R), both for diabetes mellitus. Historical vaccine include PFIZER BIONTECH 
COVID 19 VACCINE first dose on 06Jan2021 for COVID-19 immunisation. She got the second dose 
and her arm on the side she got her shot was hurting from her hand to her chest for about 10 
days. Then she got diagnosed with Bell's Palsy. The left side of her face has been twitching and 
started experiencing the pain on left arm (29Jan2021). The shot was given in the left arm. It took 
1135542-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


droopy and not right. She got the second dose on 26Jan2021. Three days later was when she 

10 days to heal. Then after that was when she started to feel her face. She tried to call the doctor 
and they couldn't see her until O8Mar2021 to get diagnosed. She had been on medication for two 
days. She started one medication on Monday. There had been no improvement yet. One of the 
medication was Acyclovir 800mg tablet. She was taking it five times per day. She started it on 
09Mar2021. The other medication she takes three at the time for the first six days. Then two at a 
time. It was a steroid. She started it on the O8Mar2021. She added that she was a diabetic and 
being on the steroid had her blood sugars high now. They said it was stress and not eating right. 
Investigations included blood work and checked her thyroid, both with unknown result. Then when 
she got in to the doctor she was diagnosed because it had been going on for five weeks. The arm 
pain started a couple of days after the vaccination (29Jan2021). It was after 10 days when she 
developed Bell's Palsy (Feb2021). The day that she got it she had nausea and threw up that night 
(Feb2021). She had gone to the emergency room for the arm pain as she was in bad pain and 
didn't go to work for 2 days. The ER told her it could take 10 days. She doesn't remember the 
exact date. It was sometime the first week of Feb2021. The outcome of vaccination site pain was 
recovered on 08Feb2021, chest pain was recovered on an unknown date; while unknown for other 
events. Therapeutic measures were taken as a result of Bell's palsy and vaccination site pain. 
Information on the lot/ batch number has been requested. 


Symptoms ees VAERS 1D Adverse Event Description 


Mild symptom of Bell's palsy; A spontaneous report was received from a nurse concerning an 82- 

years-old female patient who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced 

mild symptoms of Bell's palsy. The patient's medical history was not provided. No relevant 

concomitant medications were provided. On 01 Mar 2021, prior to the onset of the event, the 

patient received their second of the two planned doses of MRNA-1273 (lot/batch number: 
1135725-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


unknown) intramuscularly for prophylaxis of COVID-19 infection. On 01 Mar 2021, the patient 
developed mild symptoms of medically significant of Bell's palsy. Treatment for the event included 
steroids. The patient received both scheduled doses of mRNA-1273 prior to the event, therefore 
action taken with the drug in response to the events was not applicable. The outcome of the event 
mild symptoms of Bell's palsy was not resolved.; Reporter's Comments: Based on the current 
available information and temporal association between the use of the product and the start date 
of these events, a causal relationship cannot be excluded. 


Fever; Chills; Bell's Palsy; Swelling and muscle weakness on the left side of the face; Swelling and 
muscle weakness on the left side of the face; Headache; This is a spontaneous report from a 
contactable consumer, the patient. A 37-year-old female patient received BNT162B2 (PFIZER- 
BIONTECH COVID-19 MRNA VACCINE, Lot EN6198, first dose) solution for injection intramuscular 
in the left arm on O6Mar2021 at 08:45 (at the age of 37-years-old) as a single dose for COVID-19 
vaccination. The patient was not pregnant at the time of vaccination. Medical history included 
diagnosed with Covid-19 on 26Jul2020 and penicillin allergy. Family medical history included 
COVID19 diabetes. There were no concomitant medications. Past drug history included known allergies to 
BELL'S PALSY | VACCINE | 1135763-1 | codeine. The patient did not receive any other vaccine within 4 weeks prior to the vaccine. The 
(COVID19) patient experienced Bell's Palsy, swelling and muscle weakness on the left side of the face on 
O07Mar2021 at 05:00. It started with left arm swelling and muscle weakness on the left side of the 
face, left face pain diagnosed as Bell's palsy and developed headache (07Mar2021). The next day 
(O8Mar2021) at 1pm started with fever and chills. The was no emergency room or physician office 
visit. No treatment was provided for the events Bell's Palsy, swelling and muscle weakness on the 


left side of the face. The outcome of the events Bell's Palsy, swelling and muscle weakness on the 
left side of the face was recovering. The outcome of the events headache, fever and chills was 
unknown. Since the vaccination, the patient has not been tested for COVID-19. 


COVID19 
BELL'S PALSY |VACCINE | 1135866-1 | Bells Palsy on right side of face, ongoing. 
(COVID19) 
COVID19 Received vaccine on 3.12.2021; began to have tearing of R eye with erythema on 3.24.2021 at 
BELL'S PALSY | VACCINE | 1136339-4 | @PProx 20:30; awakened See wit swelling of R eyelid, inability to blink, R side facial 
(COVID19) “| numbness, R side tongue numbness; Diagnosis: Bell Palsy; Rx Prednisone taper, Neurontin, 
Valacyclovir, moisturizing eye drops, eye patch. 


3/18/2021 I noticed that I could not clear my ear the next morning my eye lid felt like it was 
COVID19 dragging across my right eye and I developed Severe pain in and around my left ear running down 
BELL'S PALSY | VACCINE | 1136372-1 | into my neck. Shortly later I had less and less control of the right side of my head, now I can't 
(COVID19) move it. I have since discovered that I have Bell's Palsy due to the vaccine. I didn't know what it 


was until I went to the doctor as this has never happened to me before. 


the paralysis on the right side was worse. Today is 3/26 - there has been no change or 
improvement since. 


Bell's Palsy; A spontaneous report was received from a female patient of unspecified age who 
received Moderna's COVID-19 vaccine (MRNA-1273) and experienced Bell's Palsy. The patient's 
medical history and concomitant medications were not provided. On an unknown date, the patient 
COVID19 received a dose of MRNA-1273 (lot/batch: unknown) intramuscularly for prophylaxis of COVID-19 
1136594-1 


I experienced slight flu-like symptoms 3 days after the injection: headache, body aches, diarrhea. 
This lasted a couple of days then went away. I woke up Tues. March 23 at 6:30 am and noticed 
numbness on the left side of my face and paralysis on the right side. I'd never experienced this 
COVID19 before in my lifetime. I contacted my physician and she advised that I go to S healthcare facility to 
BELL'S PALSY | VACCINE | 1136474-1 get checked out. Once at the healthcare facility, the attending ER doctor said everything pointed to 
(COVID19) ~~~ ~ E| Bell's Palsy. However, she ordered a series of tests to rule out anything else. All tests came back 
good. Diagnosis was Bell's Palsy. I was prescribed Prednisone, an Anti-Viral and poly eye drops. 
When I awoke the next morning 3/24, the numbness on the left side had mostly gone away, but 


BELL'S PALSY | VACCINE 
(COVID19) 


infection. On an unknown date after receiving the Moderna's COVID-19 vaccine, the patient 
experienced Bell's Palsy. Action taken with MRNA-1273 in response to the event was unknown. The 
outcome of the event was unknown.; Reporter's Comments: Based on the current available 
information and temporal association between the use of the product and the start date of the 
event, a causal relationship cannot be excluded 


Related it to a bells palsy feeling; Numbness in her face; Jaw pain; Eye lid drooping; A 
spontaneous report (United States) was received from a consumer concerning a 64-year-old, 
female patient, who received Moderna's COVID-19 vaccine (MRNA-1273) and experienced 
numbness in her face, jaw pain, eye lid drooping, related it to a bells palsy feeling. The patient's 
medical history was not provided by the reporter. Concomitant medication reported included 
atorvastatin. On 11 Mar 2021, prior to the onset of the events, the patient received her first of two 
COVID19 planned doses of MRNA-1273 (Lot number: 038A21A) for prophylaxis of COVID-19 infection. On 
BELL'S PALSY |VACCINE | 1136600-1 | 11 Mar 2021, about 15 minutes after the vaccination, the patient experienced numbness in her 
(COVID19) face, jaw pain, eye lid drooping related it to a bells palsy feeling. These symptoms subsided within 
the day. Treatment for the events were not reported. Action taken with MRNA-1273 in response to 
the events was not reported. The outcome of the events experienced numbness in her face, jaw 
pain, eye lid drooping related it to a bells palsy feeling are reported to be resolved on 11 Mar 
2021.; Reporter's Comments: Based on the current available information and temporal association 


between the use of the product and the start date of the events, a causal relationship cannot be 
excluded. 


COVID19 MPE . F ; 
BELL'S PALSY |VACCINE | 1136795-1 Injection site redness and swelling that occurred days after the vaccine. Bell palsy that developed 
(COVID19) “~~~ | approximately 5 days after receiving the vaccine. 


"Pt presented to ED on 3/9 with R eye pain and blurred vision, plus R-sided facial dropping which 
COVID19 started that morning. Physical exam positive for facial asymmetry. Per ED provider note: ""Pt now 
BELL'S PALSY | VACCINE | 1137004-1 | with clear R-sided 7th nerve palsy compared to arrival when lower portion was more 
(COVID19) pronounced.... Labs largely unremarkable.... Overall, exam at this point most consistent with Bell's 
palsy. Will start on prednisone, acyclovir, eye patch, and artificial tears.""" 


COVID19 
BELL'S PALSY |VACCINE | 1137027-1 | Bells Palsy 


SS 5 ya 
Symptoms Type 


COVID19 
BELL'S PALSY |VACCINE | 1137103-1 | Bells Palsey 
(COVID19) 


diagnosed with bell's palsy; A spontaneous report was received from a pharmacist concerning a 
49-years-old female patient who received Moderna's COVID-19 vaccine (mMRNA-1273) and 
diagnosed with bell's palsy. The patient's medical history was not provided. No relevant 
concomitant medications were reported. On 14 Jan 2021, prior to the onset of the events the 
COVID19 patient received their first of two planned doses of mRNA-1273 (lot batch: 013L20A) E 
BELL'S PALSY | VACCINE | 1137214-1 intramuscularly for prophylaxis of COVID-19 infection, On 16 Jan 2021, two days after receiving 
(COVID19) = the vaccination the patient diagnosed with bell's palsy. The event was considered to be medically 
significant. No treatment information was provided. Action taken with mRNA-1273 in response to 
the events was not reported. At the time of reporting, the outcome of event was not reported.; 
Reporter's Comments: Based on the current available information and temporal association 


Adverse Event Description 


between the use of the product and the start date of the events, a causal relationship cannot be 
excluded. Further information has been requested 


COVID19 
BELL'S PALSY | VACCINE | 1137404-1 | Bells Palsey symptoms 7 days after the second dose 
(COVID19) 


After the first vaccine I had soreness and redness in my arm for two days. Eight days after the 
Vaccine I had numbness in my lips and muscle weakness on the right side of my face. My eyebrow, 
COVID19 , : : 
BELL'S PALSY |VACCINE | 1137430-1 eyelids and my lips were falling down. I could not wear my contact lens because of this. I was 
(COVID19) ~~~ | prescribed Steroids and Antiinfection. I visited the doctor. I was diagnosed with Bells Palsy. I was 
treated for seven days with slow improvement in my symptoms. The Bells Palsy got suddenly 


better within three weeks. I still got the second dose of the vaccine. 


COVID19 After 3 weeks on Mar 19th, he was diagnosed with Bell's Palsy. He is currently being treated with 
BELL'S PALSY |VACCINE | 1137476-1 | Prednisone (course completed) and Valtrex (course to complete this weekend). His left eye is 
(COVID19) unable to close by itself, his left side of the mouth doesn't fully open. 


Bells palsy; Soreness; Neck pain; A spontaneous report was received from a consumer concerning 
a 44-years-old, male patient who received Moderna's COVID-19 vaccine (MRNA-1273) and 
experienced soreness/ pain, bells palsy/ facial paralysis and neck pain. The patient's medical 
history was not provided. No relevant concomitant medications were reported. On 8 Feb 2021, 
COVID19 prior to the onset of the events, the patient received the second of two planned doses of mRNA- 
BELL'S PALSY | VACCINE | 1137873-1 1273 (Batch Number: 039K20A) intramuscularly for prophylaxis of COVID-19 infection. On 11 Feb 
(COVID19) Oa 2021, the patient experienced soreness, bells palsy , and neck pain. No treatment information was 
provided. The patient received both scheduled doses of mRNA-1273 prior to the events, therefore 
action taken with the drug in response to the events was not applicable. The outcome of the 
events, soreness, bells palsy, and neck pain was not reported.; Reporter's Comments: Based on 


the current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded. 


Diagnosed with Bells Palsy after first dose of vaccine; A spontaneous report was received from a 
physician concerning, a female patient of unknown age, who received Moderna's COVID-19 vaccine 
(MRNA-1273) and diagnosed with Bell's Palsy after first dose of vaccine. The patient's medical 
history and concomitant medication was not provided. On an unknown date, approximately 3 
COVID19 weeks prior to the onset of the events, the patient received their first of two planned doses of 
BELL'S PALSY | VACCINE | 1137879-1 MRNA-1273 (Lot number: unknown) intramuscularly for prophylaxis of COVID-19 infection. On 22 
(COVID19) ~~~ | Jan 2021, approximately 3 weeks after receiving MRNA-1273, patient was diagnosed with Bell Ss 
palsy by an emergency room physician. No treatment information was provided. Action taken with 
MRNA-1273 in response to the event was not reported. The outcome of the event, diagnosed with 
Bell's palsy, were considered unknown.; Reporter's Comments: Based on the current available 


information and temporal association between the use of the product and the onset date of the 
event, a causal relationship cannot be excluded. 


BELL'S PALSY PEENE 1137881-1 Classical Bell's Palsy symptoms, right side of the face. Treatment began with valtrex and 
(COVID19) “~~ | prednisone on 03/23/2021. No decrease (or increase) in symptoms so far. 
COVIDIÐ N t bells palsy, 2 days after first vaccine d ior history of bells palsy. treating with 
BELL'S PALSY | VACCINE | 1137934-1 ew onset bells palsy, ays after first vaccine dose, no prior history of bells palsy. treating wi 
(COVID19) ——~—=— | pred/valtrex 


Patient was diagnosed with Bells Palsy. On 3/15/21, patient noticed loss of taste and a sensation in 
his tongue. On 3/16/21, patient had right sided facial paralysis with some right ear discomfort, 
COVID19 right eyelid drooping, right upper temple headache, sensitivity to sounds, and right eye only able 
BELL'S PALSY | VACCINE | 1137985-1 to be open halfway. Patient also states that his right eye was watery. He denies a mouth droop. 
(COVID19) aan Patient went to urgent care on 3/16 and he was prescribed Prednisone. On 3/18, patient went to 
see his primary care physician and was prescribed an antiviral. He has not had any new or 
worsening symptoms since 3/18 pm, but he has not seen much improvement in symptoms either. 


He describes a small improvement in taste. 


"Patient apparently was in the bathroom, shaving. Patient's wife was in the kitchen. He does not 
COVID19 recall exactly what happened other than he fell backwards. His wife heard a ""thud."" She went 
BELL'S PALSY | VACCINE | 1138097-1 into the bathroom and the patient was not responding. Eyes were open but he was not focusing. 
(COVID19) ~~ | He did have generalized shaking of his extremities. Nine-one-one was called at this time. Patient 
does complain of some mild back pain. He denies any significant headache. There has been no 
nausea or vomiting. He was diagnosed with syncope event and new onset bells palsy." 
COVID19 
BELL'S PALSY | VACCINE 1138138-1 Bells palsey 
pausonsr (COVID19) some 
COVID19 
BELL'S PALSY | VACCINE Bell?s Palsy 
pausonsr (COVID19) soma 
COVID19 
BELL'S PALSY | VACCINE 
pausonsr (COVID19) soa 
COVID19 
BELL'S PALSY | VACCINE | 1138885-1 | Bells palsy onset ~ 30 minutes after dose 
pausonsr (COVID19) somes 


Patient developed left-sided facial weakness that has progressed over the past 24 hours. 
Diagnosed with Bell's palsy. 


Symptoms ee VAERS 1D Adverse Event Description 


About 30-45 minutes I began to feel tingling in my tongue and throat. A few hours later my face 
became numb - it was a circle around my face. The next day (3/7) the right side of my face was 
numb and showing symptoms of what doctors later decided was Bells Palsy. on 3/7 I had fatigue 
and general feeling bad like I had the flu. On Monday 3/8, I was feeling worse and I called the 

COVID19 advice nurse who advised I go to the Emergency room due to right face partial paralysis, 

BELL'S PALSY |VACCINE | 1139072-1 | numbness, and face drooping. They diagnosed Bells Palsy and prescribed Valtrex and prednosone. 

(COVID19) From 3/9-12 the right side of my face was numb, droopy and I had ear pain and a lot of fatigue. 
By Saturday 3/13 I was feeling better and have gradually gotten better through today 3/26. I still 
have numbness in my right cheek. and occasional tingling in my lips. My doctor has advised me to 


go ahead and get the second dose of vaccine tomorrow 3/27. Also, during the week of 3/7 - 3/12 I 
had some dizziness and a general foggy feeling in my head. 


COVID19 i : he F : : 
BELL'S PALSY | VACCINE ee in the morning of March 19th 2021, 8 days after the first dosis of 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE | 1139271-1 | Immediately after no symptoms but after twenty days bell's palsy. 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE 

(COVID19) 


3/11/21 Left side of face went numb, jaw pain, felt like electric bolts through head, involuntary 
muscle contacting in face (both sides), Jittery, Eye twitching, headache. Ear pain. 3/12 -3/13/21 
Face numbness got worse, left side started to droop. Muscle soreness in left arm, headache, tired. 
3/14/21 ER visit to rule out Stroke. Diagnosed with Bells Palsey. 3/15-3/17/21 Left side of face still 
numb, pain/muscle spasms come and go. 3/18/21 Woke up with skin hypersensitive- feels like I 
have a severe sun burn from my neck to waist area, swollen glands, eye twitching, lips, tongue 
COVID19 and throat swelled up. Severe jaw and ear pain, trouble breathing. Face still tingly/numb. Legs 
BELL'S PALSY | VACCINE became extremely sore and heavy feeling, hard to walk. Called Dr- put on Prednisone (60mg and 
(COVID19) decreasing) and an anti-viral. 3/19/21 Same symptoms as previous day plus stomach area began 
to hurt/burning sensation- like all my organs were inflammed. Uncomfortable pain in my right side. 
Took first dose of meds this am. 3/20/21 Extreme jaw/ear pain, clenching feeling, loss of strength 
on the left side of my face Symptoms tapered off fir a few days, face numbness decreased and 
swelling seemed to improve. 3/25/21 Woke up with Skin burning again and glands in neck swollen. 


Called Dr- placed back on a higher dose of Predisone . At night, throat and tongue swelled up 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


3/26/21 Tongue and throat swelling, still facial tingling and numbness 
Around March 3rd: -painful sores on tongue (gargled with salt water-no help) -Ear Blocks 
COVID19 up/Painful March 8: -Wake up with painful rash across entire left side of face (did not know what 
BELL'S PALSY | VACCINE | 1139723-1 was) -slept 1 1/2 days -went to Urgent Care 3/11/2021 -Diaignosed with shingles accompanied by 
(COVID19) ~~~ | Bells Palsy (left side of face) -Urgent Care refered to eye doctor for exposed left eye-appointment 
3/12/2021 -Follow-up eye apponiments 3/19 and 3/26 -Referered to Neuro-Ophthalmology 


appointment set for 3/31/2021 


Right ear pain started on the Wednesday afternoon, two days after Vaccine shot. By Friday evening 
the ear pain was intense and it had moved below the ear to lymphnode area. Saturday, his ear was 
really swollen and red. He went to the Urgent Care and they prescribed an antibiotic Cephalexin 
thinking it could be some sort of ear infection or insect bite. Sunday morning he woke up with his 
face droopy. We tried to get an appt. with Urgent Care, but they sent us to the ER. The ER did a 
physical assessment and concluded he had an ear infection and Bells Palsy. The prescribed another 
antibiotic Doxycycline, an antiviral Famciclovir and a steroid of prednisone. By Monday he was 
extremely nauseas and had started having vertigo. We went to Urgent Care and they prescribed 
him Ondansetron for nausea and made the assessment that he had Shingles in his ear. We saw 
COVID19 PCP on Wednesday and he assessed that this was a zoster ear infection causing facial paralysis and 
BELL'S PALSY | VACCINE | 1139726-1 | vertigo, also known as a rare condition called Ramsay Hunt Syndrome and that it was most likely 
(COVID19) attributed to his Covid vaccine shot and not to get the second vaccine shot. The Dr. took him off 
the antibiotics and put him on a higher dose of prednisone, a different antiviral (valacyclovir) and 
Meclizine for vertigo symptoms. He sent referrals for Neurology, ENT and Eye Dr. He saw the 
Neurologist that Friday and he concurred Ramsay Hunt Syndrome, most likley from Covid Vaccine 
and do not get the second vaccine shot. The neurologist referred him to Physical Therapy to treat 
his vestibular issues. He ordered an MRI and some blood work. We are still waiting for the results. 
We saw an ENT an he had him have a hearing test which showed moderate high frequency hearing 


Bells Palsy and ringing in the ears. 


Bells Palsy 


loss. The ENT prescribed Gabapentin for the ear and face pain. He started to see a physical 
therapist this week, he had his MRI on Wednesday and we see the ENT again on Monday. He has 
no improvement yet, other than the nausea has subsided. 


COVID19 
BELL'S PALSY |VACCINE | 1139810-1 | Bells Palsy 
(COVID19) 


Friday, March 19, 2021 thru Sunday, March 21, 2021 - sore left arm on Monday, March 22, 2021 
COVID19 sore left arm was gone but tip of my tongue was numb and began with a slight ear ache with 
i 3 continue thru Thursday, March 25, 2021 woke up with my right side of my face paralyzed. Facial 
eae Couns) 1139957-1 paralysis has continue from Thursday, March 25, 2021 until current today March 27, 2021. Doctor 
is treating symptom as bell's palsy and medication given is Prednisone 20MG tablets and Acyclovir 


800 MG Tablets for a week if symptom proceeds physical therapy will follow. 


COVID19 i : i EEA . : 
BELL'S PALSY |VACCINE | 1140024-1 Sore Arm immediately after shot for several days Bell a Palsy 19 days after injection (reporting this 
(COVID19) ~~~ | since CDC web site specifically asked for reports of Bell's Palsy after vaccination) 


COVID19 Starting evening of 3/18 noticed right side of face was numb. It continued to worsen during day on 
BELL'S PALSY |VACCINE | 1140144-1 | 3/19- Went to ER, Sat. AM and was admitted same day. Tests were run and it was determined no 
(COVID19) “—~~~~~—~_ | Stroke had happened and the was told it was Bells Palsey. Spent 2 days in hospital while they ran 
more tests. Numbness continues. 


Symptoms ees VAERS 1D Adverse Event Description 


"neck and jaw pain; neck and jaw pain; has clicking in her jaw; concerned these symptoms 
following vaccine could be Bell's Palsy/Palsy; dull ear; She stated she could not walk on her left 
foot on 11Mar2021 but recovered the next day; This is a spontaneous report from a contactable 
consumer (the patient). This 39-year-old female patient received her second dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE, Lot#: EN6204), via an unspecified route of 
administration, in the right arm on 10Mar2021 at 10:45 AM (at the age of 39 years) as a single 
dose for COVID-19 immunization. Medical history included skin wrinkling. Concomitant medication 
taken within two weeks of vaccination included botulinum toxin type a (BOTOX) taken for skin 
wrinkling, and unspecified birth control pills. The patient did not receive any other vaccines within 
four weeks prior to the vaccination. Historical vaccine included first dose of BNT162B2 (PFIZER- 
COVID19 BIONTECH COVID-19 VACCINE), lot # EN6200, on 18Feb2021, in the right arm COVID-19 
ELL'S PALSY | VACCINE | 1140667-1 | immunization, and experienced fatigue. The patient reported that while she was sleeping last night 
(COVID19) on 11Mar2021 around 02:00-3:00, she had onset of dull ear, neck and jaw pain on left side. She 

had clicking in her jaw. The patient mentioned she never had a droopy face. She stated she could 
not walk on her left foot on 11Mar2021 but recovered the next day. She's concerned these 
symptoms following vaccine could be Bell's Palsy - what should I do. She looked online and saw 
that these are some of the first symptoms of Bell's palsy. She called to ask if these events could be 
Bell's palsy, and for information on events and Bell's palsy relative to the COVID-19 Vaccine. She 
informed that she had an upcoming appointment with her doctor ""today"" at 14:00 to see if she 
has Bell's palsy. The patient stated she went to the doctor on 11Mar2021 at 03:00 pm. Event term 


of Palsy with onset date of 11Mar2021 was reported. The physician did not prescribe medication, 
no treatment given. The clinical outcome of dull ear, neck and jaw pain, has clicking in her jaw, and 
palsy was recovered on 13Mar2021" 


B 

Bell's Palsy - right side of face is paralyzed, right eye doesn't close fully, teary right eye, blurry 
right eye, and headache; This is a spontaneous report from a contactable healthcare professional 
(patient). A 72-year-old female patient received her second dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, lot number: EN6200), via an unspecified route of administration in right arm 
on 05Mar2021 10:00 as a single dose for COVID-19 immunisation. Medical history included 
hypertension (HTN), hypothyroid, chronic achilles tendonitis, pre-diabetic. The patient had no 
known allergies. Concomitant medications included losartan, metoprolol; thyroid (NATURE 
THROID) reported as 'Zinc Berberine Nature Throid.' The patient was not diagnosed with COVID 
prior to vaccination. She was not pregnant. No other vaccine was administered in four weeks. The 
patient previously received her first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot 

COVID19 number: EL9262) via unspecified route in right arm on an unspecified date at 12:00PM. On 

BELL'S PALSY | VACCINE | 1140674-1 06Mar2021 12:00PM, the patient experienced Bell's palsy - right side of face was paralyzed, right 

(COVID19) “~~ | eye doesn't close fully, teary right eye, blurry right eye, and headache. Events resulted in Doctor or 
other healthcare professional office/clinic visit, Emergency room/department or urgent care. 
Treatment received included CT scan of brain, prednisone 60 mg total, and valaciclovir (VALTREX) 
1. Outcome of the events was not recovered. The patient had not been covid tested post 
vaccination.; Sender's Comments: Based on temporal association, the causal relationship between 
BNT162B2 and the event facial paralysis cannot be excluded. The information available in this 
report is limited and does not allow a medically meaningful assessment. This case will be 
reassessed once additional information becomes available. The impact of this report on the 
benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety 


evaluation, including the review and analysis of aggregate data for adverse events. Any safety 
promptly notified to Regulatory Authorities, Ethics Committees, and Investigators, as appropriate. 


concern identified as part of this review, as well as any appropriate action in response, will be 

Bell's Palsy; Arm sorness; This is a spontaneous report from a contactable consumer (wife) from a 

Pfizer Sponsored Program. A 51-year-old male patient received first dose of BNT162B2 (PFIZER- 

BIONTECH COVID-19 VACCINE, Solution for injection; Lot number was not reported) via an 

COVID19 unspecified route of administration, at the age of 51-year-old, administered in Arm Right on 

BELL'S PALSY | VACCINE | 1140677-1 01Mar2021 13:00 as SINGLE DOSE for covid-19 immunisation. The patient medical history was not 
(COVID19) e reported. The patient's concomitant medications were not reported. The patient experienced arm 

soreness in Mar2021 (after vaccination). The patient experienced bell's palsy/experienced no 

mobility in the left side of the face and was diagnosed with bells palsy on 08Mar2021. The patient 


went to the ER in response to bell's palsy. Outcome of the events was unknown. Information about 
lot/batch number has been requested. 


it is still affecting him (Bell's palsy), his lip is still paralyzed; This is a spontaneous report from a 
contactable consumer. A 66-year-old male patient received his first dose of BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE, lot number was not provided, expiration date: Jun2021) at the age 
of 66-years-old, via an unspecified route of administration on 27Feb2021 at 14:00 at single dose 
for COVID-19 immunization. Medical history included diabetes, high triglycerides, and allergy to 
beef product. Concomitant medication included lisinopril and ongoing unspecified medications. He 
did not have any other vaccines within four weeks prior to the COVID vaccine. The patient was 

COVID19 administered with COVID vaccine in a pharmacy or drug store. The reporter stated that they read 

BELL'S PALSY | VACCINE | 1140689-1 | quite a bit about Bell's palsy affecting some people after the second COVID shot but the patient 

(COVID19) experienced Bell's palsy after his first COVID shot on 04Mar2021 at 06:00 and it was still affecting 
him, his lip was still paralyzed. This required a physician office visit and the patient was treated 
with an antiviral drug that did not work therefore he was prescribed prednisone on 14Mar2021. He 
is supposed to get his second COVID shot on Saturday, they were concerned as far as to whether it 
was Safe for him to get the other shot. The patient underwent lab tests and procedures which 


included triglycerides which were high on an unspecified date; and blood sugar on an unspecified 
date and blood work for diabetes on 03Mar2021, both with unknown results. The outcome of the 
event was not recovered. Information about lot/batch number has been requested 


COVID19 Bells palsy left side of face paralyzed went to emergency room on doctors order to rule out stroke 
BELL'S PALSY |VACCINE | 1141068-1 | given prednisone an an antiviral. Symptoms started to go away in a week. Now about 95 percent 
(COVID19) normal. 


COVID19 
BELL'S PALSY |VACCINE | 1141233-1 | diagnosed with Bell's Palsey 
(COVID19) 


COVID19 Pain down right side of neck Bell Palsy, Adult, Right side of face numb (asleep) no muscle control 
BELL'S PALSY | VACCINE | 1141981-1 CBC, DIFF Stat TS AOB/RH stat Type and Screen Order gadoteridol Magnesium Blood Stat MR 
(COVID19) ~~ | Brain w/wo contrast Pt and INR Stat TS ABO/RH Stat Type and Screen Order Valacyclovir 500 mg 2 
tabs every 8 hours Prednizone 20 mg 3 Tabs per day for 7 days No out come yet 


Symptoms as VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE Diagnosed with Bells Palsy 
(COVID19) 


I noticed my wife's face drooping about 9 PM Friday, 3/19/21. We went to Urgent Care on 
Saturday, 3/20/21. The doctor there, diagnosed her with Bell's Palsy. She was put on 60 mg 
1X/day of prednisone, and 1g of Valtrex, 3X/day. The diagnosis was confirmed by our family 
doctor, on 3/25/21. She has completed the medication and the Bell's Palsy continues. 


Bells Palsy drooping of the left eye and mouth, started approximately 23 hour after the shot 


COVID19 Bells palsy- pain and pressure on rear left side of head and ear. Numbness on the left side of face 
BELL'S PALSY |VACCINE 
(COVID19) 


,jaw and tongue. Left eye does not blink so constantly tears, slurred speach and no taste. 
COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


Symptoms started on 3/21/21 and got worse. Meds prescribed acyclovir 800mgs , prednisone 
COVID19 
BELL'S PALSY |VACCINE 1142638-1 Developed Bells Palsy 
(COVID19) 


10mg and Diclofenac sod dr 75 mg for pain. 
Bell's Palsy - pain under left ear, facial drooping on left side, left eye lid swollen, pain in left eye, 
Started with nausea at 1:30AM on 3/20/2021 and feeling unwell. At 10:00AM ON 3/21/2021 
COVID19 started having pain in/behind left ear. This continued up to the time when on 3/24/2021 at 6:45AM 
BELL'S PALSY | VACCINE | 1142748-1 | ™Y left eye was blinking slower than the right eye and the left-side of my mouth showed signs of 
(COVID19) ~~~ ~ | drooping. I was admitted to the ER for possible stroke due to symptoms I was having but test 
results showed Bell?s Palsy. Treatment is acyclovir, ketorolac, prednisone and artificial tears 


loss of facial muscle on left side 


ointment 


COVID19 
BELL'S PALSY | VACCINE | 1142779-1 | Bell?s Palsey on Left side 
(COVID19) 


facial drooping/Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 
46-year-old female patient (not pregnant) received dose number 1 of BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE, lot number EN6206) via an unspecified route of administration, 
administered in the left arm, on 11Mar2021 08:15 AM at a single dose for COVID-19 
immunisation. Medical history included diabetes, thyroid, and hernia. The patient had no known 
allergies. Concomitant medication(s) included metformin hydrochloride (METFORMIN ER); 
COVID19 levothyroxine; and omeprazole. The patient had no other vaccine in four weeks. On 12Mar2021 at 
BELL'S PALSY |VACCINE 2AM, the patient woke up and had facial drooping; went to the ER and was admitted for possible 
(COVID19) stroke. It was further clarified that it was not a stroke but she has Bell's palsy. The adverse event 
(AE) resulted in doctor or other healthcare professional office/clinic visit, emergency 
room/department or urgent care, and hospitalization (duration for 1 day, from 12Mar2021 to 
13Mar2021). AE treatment included medicine, methylprednisolone, valacyclovir, eyedrop. The 
patient had no COVID prior to vaccination. The patient underwent lab tests which included COVID 


test type post vaccination (nasal swab, rapid test): negative on 12Mar2021 (COVID tested post 
vaccination). The outcome of the event was not recovered. 


Bell's Palsy; Sharp headaches; cold; This is a spontaneous report from a non-contactable 
consumer. A 57-year-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 
VACCINE, solution for injection), via an unspecified route of administration, on an unspecified date 
COVID19 at 57 years old (Batch/Lot Number: EL9264) as single dose for COVID-19 immunization. Medical 
BELL'S PALSY |VACCINE | 1142937-1 | history and concomitant medications were not reported. The patient experienced sharp headaches 
(COVID19) and cold then she went to ER, diagnosed with Bell's Palsy on an unspecified date. The events 
resulted in a Doctor or healthcare professional office/clinic visit and/or Emergency 
room/department or urgent care. Treatment was received for the events. The outcome of the 


events was unknown. 


Bells Palsy; This is a spontaneous report from a contactable physician. A patient of unspecified age 
and gender received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; batch/lot 
number and expiration date unknown), via an unspecified route of administration on an unspecified 
date at a single dose for covid-19 immunisation. The patient's medical history and concomitant 
medications were not reported. The patient was diagnosed with Bells Palsy after first dose of 
COVID19 vaccine on an unspecified date. The outcome of the event was unknown. Information on the 
BELL'S PALSY | VACCINE | 1142944-1 batch/lot number has been requested.; Sender's Comments: A causal relationship between the 
(COVID19) ~~~ | event Bells Palsy and suspect product BNT162B2 is possible based on the information provided, 
drug profile and a temporal association. This case will be reassessed should additional information 
become available. The impact of this report on the benefit/risk profile of the Pfizer product is 
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 
aggregate data for adverse events. Any safety concern identified as part of this review, as well as 
B i 


any appropriate action in response, will be promptly notified to RAs, Ethics Committees, and 
Investigators, as appropriate. 


Bells Palsy in her face; This is a spontaneous report from a Pfizer-sponsored program Support via a 
contactable consumer (patient). A female patient of an unspecified age received bnt162b2 
(PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), dose 1 via an unspecified route of 
COVID19 administration on an unspecified date (batch/lot number was not reported) as single dose for 
ELL'S PALSY | VACCINE covid-19 immunization. The patient's medical history was not reported. Concomitant medications 
(COVID19) included abatacept (ORENCIA) taken for an unspecified indication, start and stop date were not 
reported. The patient took first dose of Covid vaccine and experienced Bells Palsy in her face about 


45 minutes after vaccine and it lasted for about a day. The outcome of the event was unknown. 
Follow-up activities are possible, information on the batch number has been requested. 


slight Bell's Palsy 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Symptoms ee VAERS 1D Adverse Event Description 


On the 13th day after receiving first shot at around 230pm I was eating late lunch in restaurant 
when I felt a flutter on left side of my face, my lips went numb and my taste dissapeared. My left 
COVID19 eye began to burn and tear profusely. My mouth felt like it was on the side of my face and I had 
BELL'S PALSY | VACCINE trouble drinking and chewing. I thought it was an allergic reaction to the food. Three hours later I 
(COVID19) looked at my face and was alarmed because my entire left side was paralyzed and drooping and 
my mouth was twisted to the right. I rushed to Hospital in around 6:30 pm. After numerous test 
(inc brain scan) and consultation with Neurologist I was diagnozed with Bell Palsy. 
erie On 3/28/2021 the left side of my face started drooping and I felt slight paralysis. I went to the 
“~~~ | doctor 3/29/2021 and was diagnosed with Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1144459-1 | Developed Bell's Palsy (Right sided) 
pausonsr (COVID19) sm 
COVID19 
VACCINE bell's palsy - left sided facial droop and cannot close eye completely 
(COVID19) 


Part of the face started to clench a little, don't know if that's part of Bell's palsy or that was just; 
Heart palpitations; Chills; This is a spontaneous report from a contactable consumer, who reported 
for himself. A 50-years-old male consumer received the first dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 MRNA VACCINE lot EN6206), via an unspecified route of administration, on O3Mar2021 
at 3:15 pm (at the age of 50-years-old) as a single dose for COVID-19 immunization, in left arm. 
Relevant medical history included cholesterol. Concomitant medications included: Rosuvastatin 
COVID19 20mg, once a day for cholesterol, started a year ago and Vitamin C. On 03Mar2021, the patient 
BELL'S PALSY | VACCINE | 1144578-1 | had heart palpitations that lasted multiple days. I went to a cardiologist and he wasn't sure 
(COVID19) whether I should do a second vaccine dose, given that was one of the side effect. He gave me 
metoprolol which took down the heart rate. But I had the chills, I had part of the face started to 
clench a little. I don't know if that's part of Bell's palsy or that was just, I just don't know. It wasn't 
strong, it went away relatively quickly, within 4 hours. Treatment for heart palpitation: Metoprolol 


Tartrate, 25 mg, one. No treatment received for chills. The clinical outcome of the events Heart 
palpitations and chills was recovered on 11Mar2021, the outcome of the event face started to 
clench a little was recovered on 03Mar2021. 


Bell's Palsy; This is a spontaneous report from a contactable consumer (patient) via Pfizer sales 
representative. A female patient of an unspecified age received the second dose of bnt162b2 
(BNT162B2, Solution for injection, Lot number and Expiration date was not reported), via an 
unspecified route of administration on 17Feb2021 as single dose for covid-19 immunisation. 
Medical history included celiac disease. The patient's concomitant medications were not reported. 

COVID19 Historical vaccine included first dose of BNT162B2 on 27Jan2021 for Covid-19 immunisation. It was 

BELL'S PALSY |VACCINE | 1144579-1 | reported symptoms of Bell's Palsy appeared 5 days later on Monday following second dose on 

(COVID19) 22Feb2021. Patient believes that her neurologist did report the adverse event but has met with 
resistance in reporting the adverse event. Patient is currently still experiencing symptoms and is 
taking Gabapentin for the nerve pain. She is willing to talk with someone from Pfizer if you would 
like additional information and was very pleased that we were reporting her adverse reaction 


immediately. The outcome of the event was not recovered. No follow-up attempts are possible: 
information about lot/batch number cannot be obtained. 


COVID19 : . ; ; i 
BELL'S PALSY | VACCINE dee ee ee eyelid not closing completely. Diagnosed as suspected bell's palsy at local 
(COVID19) gency ' 
COVID19 
BELL'S PALSY |VACCINE 1144917-1 Bells Palsy L sided 
(COVID19) 


BELL'S PALSY PEA 3 days after dose 3/23, felt pain in back of head behind right ear. 3/25, felt right side of face 
(COVID19) slightly numb. 3/27, visited ER , CT Scan taken. Diagnosed with Bell's Palsy. 
COVIDIS LEFT EYE DRY AND RED ON MARCH 19TH; FACE SWOLLEN, NUMB AND DROOPY THE 20TH 
BELL'S PALSY | VACCINE $ r i 
(COVID19) PATIENT FOLLOWED UP WITH PROVIDER A WAS DIAGNOSED WITH BELLS PALSY 
patient was seen at primary care provider's office on 3/29/21 - diagnosis Bell's Palsy (Symptoms 
started 2 days after Covid vaccine). Prednisone and valacyclovir ordered by primary care provider. 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) Follow up in 2-3 weeks. Will refer to neurology if not improving. 
COVID19 
BELL'S PALSY | VACCINE | 1145408-1 | Bell's Palsy. Examined on 3/29/2021, he had moderate weakness, House-Brackmann Grade III 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
CoOvID19 seen in ER on 3/4 /21 for facial droop and dx with bells palsy. note had had first covid vaccine 
BELL'S PALSY |VACCINE earlier that da ' 
(COVID19) y 
COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 
CoOvID19 Right sided Bell's palsy developed 10 days after 1st dose of Pfizer Covid-19 vaccine. Has been 
BELL'S PALSY |VACCINE 1145789-1 : : ' ; " 
——=— | stable on prednisone and valacyclovir without worsening. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1145809-1 Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1145878-1 | Bell's Palsy symptoms - awoke with on Tuesday March 23rd 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Systemic: Bell's Palsy-Medium 
(COVID19) 


patient has drooping/paralysis on right side of the face presenting that it looks like temporary Bells 
Palsy 


bells palsy, given prednisone and acyclovir 


Vaccine HONE 
Symptoms ‘Vaccine | yaers 10 | Adverse Event Description 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


"On Wednesday during the night in the middle of night with a feeling that her right ear was on fire. 
It hurt under the ear in a straight line about 3-4"". The next day she had the same hurting, the 
straight line, but then the pain started to go around the back of her neck and up the right side of 
COVID19 her head. That was this way Thursday and Friday. She got into her chiropractor, seemed to be a 
little better after that. She got up Saturday morning and took a drink of water and it came right 
BELL'S PALSY |VACCINE A ý . . . 
(COVID19) back up, and looked in the mirror and saw that her face was drooping, and worried she was having 
a stroke and went to the ER at the Hospital. They did stroke protocol in the ER and they 


Bell's Palsy (Right side of face) 


determined that she was not having a stroke but was having Bell's palsy. Gave her some 
medications (steroids and antiviral) and told her to see her PCP. She saw her PCP yesterday and he 
advised her to get the vaccine and advised her about Guilllain Barre." 


COVID19 
BELL'S PALSY |VACCINE 1146962-1 Bell's Palsy 
(COVID19) 
COVID19 I am allergic to Food dyes, preservatives; Polysorbate and PEG. I came down with Bell's Palsy on 
BELL'S PALSY |VACCINE | 1147143-1 | the right hand side of my face. Went to Emergency Room for Steroids, Anti-viral medication, eye 
(COVID19) drops, eye tape. 
COVID19 
BELL'S PALSY | VACCINE | 1147243-1 | Developed Bell's palsy on left side of face 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1147346-1 Belles Palsy 
(COVID19) 


Second dose received on March 17, 2021 (same clinic). Starting on Wednesday, March 24 my 
COVID19 tongue felt numb (dime size, center of tongue) - could not taste in that spot but rest of tongue was 
BELL'S PALSY | VACCINE | 1147585-1 ok. It progressively got worse - Saturday, March 27 and Sunday, March 28 felt foggy, more 
(COVID19) ~~~ | numbness on left side of face, specifically lip area. On Monday, March 29 speech was slurred, 
numbness was worse. Sent photos to neurologist due to concern for stroke and he said call my PCP 


and my PCP said to go to the ER. Diagnosed with Bells Palsy. 


COVID19 
BELL'S PALSY | VACCINE | 1147892-1 | bells palsy seen at ER on 03-26-21; treated by ER physician with prednisone, valtrex 
(COVID19) 


COVID19 Patient was seen in Urgent Care on 3/24/21 for left sided facial drooping, symptoms began on 
BELL'S PALSY | VACCINE | 1148372-1 03/14/21, patient was diagnosed with Bell's palsy and was prescribed valacyclovir 1000 mg. 
(COVID19) ~~~ | Patient seen on 3/30/21 with pcp to follow up from urgent care. Provider added methylprednisone 


4mg and ordered ct scan. 


The day after vaccination I felt lousy and the next day, I felt worse on the following day. On day 
two the doctor gave me antibiotics. On the Third day I also felt some paralysis on the right side of 
my face. I felt terrible I had the worst headache, body aches and I had a tingling in my head and 
on the side of my face and I couldn't close my eye. My right ear was swollen and painful. I went to 
COVID19 see my doctor and he diagnosed me with shingles specifically Ramsay-Hunt Syndrome with Bells 
BELL'S PALSY | VACCINE | 1148572-1 | Palsy. As a result of my condition I had to take four weeks of medical leave. I was very fatigued 
(COVID19) that I was stuck in bed for two weeks. I felt a little better after four weeks my energy level was 
still very low. I still have residual dizziness. I am working three quarters of my work schedule after 
eleven weeks. I still have a lot of the paralysis and I can't blink my eye I have to tape it shut. I 


have trouble eating and My right ear swelling is reduced but it is still itchy. My doctor prescribed 
Acyclovir for one week and now I am taking Famciclovir. I do not have as much pain as I did. 


COVID19 ee 
BELL'S PALSY | VACCINE | 1148614-1 I developed Bells Palsy left side of face. Tinnitus in right ear. AFTER 2ND VACCINE>. I have had 
(coviD19); tt” for 5 days and hoping for a full recovery. 


COVID19 10 days following the second dosage of the Pfizer vaccine, patient developed Bell's Palsy. While we 
BELL'S PALSY | VACCINE | 1148619-1 | are unsure if it was related to the vaccine, we wanted to report the condition in hopes of helping 
(COVID19) others in the future. 


Bell's palsy; A spontaneous report was received from a consumer concerning a patient of an 
unknown age and gender who received Moderna's COVID-19 vaccine (mMRNA-1273) and 
experienced Bell's palsy. The patient's medical history was not provided. No relevant concomitant 
medications were reported. On 26 Jan 2021, approximately 11 days prior to the onset of the 
COVID19 event, the patient received their first of two planned doses of mRNA-1273 (lot/batch number: 
BELL'S PALSY | VACCINE | 1148706-1 026L20A) for prophylaxis of SOvVID-I9 infection. On 05 Feb 2021, the patient was admitted to the 
(COVID19) ~~~ | hospital and diagnosed with Bell's palsy. On 06 Feb 2021, the patient was released from hospital. 
Treatment for the event included cortisone and antiviral medications. Action taken with mRNA- 
1273 in response to the event was not reported. The outcome of the event Bell's palsy was not 
reported.; Reporter's Comments: Based on the current available information and temporal 


association between the use of the product and the onset date of the event, a causal relationship 
cannot be excluded. 


Patient stated he experienced lost of taste on the same day that vaccine was administered. The 
COVID19 next day, patient was fatigue. Stated speech was sluggish and was not able to consume food due 
BELL'S PALSY |VACCINE | 1149091-1 | to drooping of the left side of mouth. Also stated that he was not able to close the left eye. Patient 
(COVID19) was seen at emergency clinic on 3/27/2021. Stated that he was diagnosed with Bell's Palsy. Patient 


was prescribed steroids and was advised to follow up with primary care physician. 


COVID19 2 weeks after the 1st vaccine shot I was diagnosed with bell's palsy. The right side of my face shut 
BELL'S PALSY | VACCINE | 1149795-1 | down. I lost the sense of taste on that side. I was prescribed Valacyclovir HCL 1 gram tablets and 
(COVID19) Prednisone 20 MG tablets on 3/15/21. 


Bell's Palsy; This is a spontaneous report from a contactable consumer. A male patient of an 

unspecified age received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified 

route of administration on O3Mar2021 (batch/lot number was not reported) as single dose for 
COVID19 COVID-19 immunisation. The patient's medical history and concomitant medications were not 


BELL'S PALSY | VACCINE reported. On an unspecified date (reported as after about 9 days), patient began getting 
(COVID19) symptoms of Bell's Palsy. It got worse and he went to the doctor on an unspecified date and they 
did confirm that he has bell's palsy and they believe it came from the COVID vaccine. Patient 
would like to know should he get his second dose on 23Mar2021. The outcome of the event was 
unknown. Information on the batch/lot number has been requested. 


Symptoms ee VAERS 1D Adverse Event Description 


BELL'S PALSY Eea 4150232-1 within 24 hours had unusual tongue sensation, then left side of face numbness, eyelid swelling, left 
(COVID19) ~~~ | Sided facial droop. Diagnosed with Bell's Palsy at office visit 3/31/21 


tested positive for covid; tested positive for covid/ she has not experienced any Covid 19 
symptoms; Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 32- 
year-old female patient received her first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, lot number: EL9266) at the age of 32-years-old, via an unspecified route of 
administration in right arm on 23Feb2021 at 12:00 at single dose for COVID-19 immunization. 
Medical history was not reported as none. She has no known allergies, was not pregnant, and has 
COVID19 no COVID prior to vaccination. Concomitant medications included birth control and allergy 
BELL'S PALSY | VACCINE | 1150375-1 | Medication. The patient has no other vaccine in four weeks. The vaccine was administered in a 


(COVID19) ~~ | hospital. The patient experienced Bell's palsy on 13Mar2021 at 18:30 and tested positive for 
COVID on 14Mar2021. She is scheduled for the second dose on 16Mar2021, but she is not taking it 
as she was COVID19 positive and had Bell's palsy. She has not experienced any COVID-19 
symptoms. The events resulted in doctor or other healthcare professional office/clinic and 
emergency room/department or urgent care visit. Therapeutic measures were taken as a result of 
Bell's palsy and included treatment with prednisone. The patient underwent lab tests and 
procedures which included nasal swab PCR which was positive and MRI which was clear, all fine on 
14Mar2021.The outcome of the events was recovering. 


Bell's palsy; This is a spontaneous report from a contactable consumer (patient). A female patient 
of unspecified age received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; 
unknown lot number and expiration), via an unspecified route of administration on 04Mar2021 ata 
COVID19 single dose for COVID-19 immunisation. The patient's medical history and concomitant 
BELL'S PALSY | VACCINE | 1150397-1 medications were not reported. On 04Mar2021, the patient received the 1st dose of COVID-19 
(COVID19) ~~ | vaccine. On 08Mar2021, she started developing symptoms of Bell's palsy. On 15Mar2021, she saw 
an internal medicine physician and confirmed that the patient has Bell's palsy. The patient was 
advised not to take the second dose but also suggested contact Pfizer for further advice on the 
second dose. The patient will see the physician for follow-up 22Mar2021. Outcome of the event 
was unknown. Information on the lot/batch number has been requested. 
bell's palsy; wrinkles in right eye was very smooth; patient nerves felt like little electricity lines 
zapping through constantly/still feels like cranial 7 nerves are on fire; most severe ice pick 
headache/headaches happened in bed while laying down/headaches feel dangerous; heart muscle 
is a little sore; felt like the biggest wasp in the world stung her head; painful cranial nerve felt like 
it was on fire (Sminutes)/still throbbed a little/hot lava runnign through that nerve for 20 
minutes/still nerve pain; afraid to go to sleep; sore arm; A spontaneous report was received from 
a consumer concerning a 66 year-old female patient, who received Moderna's COVID-19 vaccine 
(mMRNA-1273) and experienced sore arm, severe ice pick headache, felt like the biggest wasp in 
the world stung her head, nerve pain, afraid to go to sleep, most severe ice pick 
headache/headaches happened in bed while laying down/headaches feel dangerous, patient nerves 
felt like little electricity lines zapping through constantly/still feels like cranial 7 nerves are on fire, 
bell's palsy, wrinkles in right eye was very smooth, patient feels pressure in her brain/scared there 
may be swelling in her brain and heart muscle is a little sore. The patient's medical history 
included COVID-19 and concomitant medication included Vitamin B12. On 24-FEB-2021, prior to 
the onset of the events, the patient received their first of two planned doses of MRNA-1273 (Lot 
number: 011A21A) intramuscularly on left deltoid for prophylaxis of COVID-19 infection. On 25- 
FEB-2021, one day after receiving MRNA-1273, patient started to experience sore arm. On 26- 
FEB-2021 patient had severe severe ice pick headache, it felt like the biggest wasp in the world 
stung her head. She states that it was so painful, and it scarred her. Patient claims she searched it 
up and it was the cranial 7 nerve from her temple to the back of her head that was on fire which 
lasted for 5 minutes. The next day 27-FEB-2021 patient states the headache was gone however 
COVID19 the nerve still throbbed a little and she was afraid to go to sleep that night. She then woke up that 
BELL'S PALSY |VACCINE | 1150483-1 | Same night with severe ice pick headaches that were slamming into her head. On 28-FEB-2021 the 
(COVID19) ~~~ | patient took protective measures and got up early and did not experience anything on that day. On 
1-MAR-2021, she accidentally touched her husband's forehead with her head lightly and had the 
most severe ice pick headache (like hot lava running through that nerve for 20 minutes). It 
alleviated when she took two Advil's. The next morning 2-MAR-2021 the patient nerves felt like 
little electricity lines zapping through constantly. Patient had looked up Bell's Palsy within our 
clinical trials and when she went to the doctors on 3-MAR-2021, they said the wrinkles in the right 
eye was very smooth compared to the left but her eyes were not drooping), doctors believed it to 
be Bell's palsy and prescribed her Gabapentin, and Zovirax. Since then her ice picks have left but 
there is still nerve pain. She feels like the cranial 7 nerves are still on fire. All her headaches 
happened in bed while laying down. Patient states that the headaches feel dangerous and feel like 
they will cause her permanent damage. Patient still feels pressure in her brain and is scared there 
may be swelling in her brain. Treatment medications included Advil, Gabapentin, and Zovarax. 
Seriousness criteria included medically significant events. Action taken with MRNA-1273 in 
response to the events was not reported. Outcome of the event sore arm, severe ice pick 
headache, felt like the biggest wasp in the world stung her head, nerve pain, afraid to go to sleep, 
most severe ice pick headache/headaches happened in bed while laying down/headaches feel 
dangerous, patient nerves felt like little electricity lines zapping through constantly/still feels like 
cranial 7 nerves are on fire were considered recovered but bell's palsy, wrinkles in right eye was 
very smooth, patient feels pressure in her brain/scared there may be swelling in her brain and 
heart muscle is a little sore were considered unknown.; Reporter's Comments: Based on the 
current available information which shows a temporal association between the use of the mRNA- 
1273 and the reported events and excluding all other etiology, a causal relationship cannot be 
excluded. Headache is consistent with the known safety profile of he vaccine. 


COVID19 
BELL'S PALSY | VACCINE He developed a Bell's Palsy after the Moderna vaccine. 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1151193-1 | Pt's MD reports Pt developed Bells Palsy after 1st dose, 4 days later. 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


On Wednesday, March 24th my husband and I got our 1st Moderna vaccine at 8:30 am. Felt good 
the rest of the day. On Thursday, March 25th I woke up and the bag under my right eye was really 
swollen and I felt like I had a big cold sore coming out on the top right side of my lip. My arm was 
swollen like a 2x2 area and tender but other than that I felt good. At 9:30 am that same day I 
started getting a headache and my stomach felt really upset. I didn't throw up but felt like I was 
going to. About 10:00 am I really felt sick to my stomach and extremely tired. My headache was 
more intense and mostly on my right side (same side as my eye and cold sore). By noon I had the 
chills and was running a temperature over 100. At 3:00 when I got done with work I slept. I was 
only awake for a total of 1 hour and went to bed for the night at 8:15 pm. I still had a bad 
headache, upset stomach and chills and my arm was swelling bigger but I slept all night. On 
Friday, March 26th I woke up and my face looked worse. The cold sore was getting bigger and the 
bag under my eye was huge making my eye almost shut. I still had a bad headache and the 
injection site was getting bigger and stuck out far. It was hot to the touch. It was bright red and 
bumpy and hurt to touch it. I no longer was sick to my stomach and I had no fever. My face was 
COVID19 still looking awful and about 2:00 pm I started running a fever again. I still had a headache. I still 
ELL'S PALSY | VACCINE felt tired. On Saturday March 27th, my bag under my eye looked a little better but the cold sore 
(COVID19) was getting worse. I had a slight headache, no fever and not sick to my stomach. However, the 

lump at the injection site got huge. It was the size of the palm of my hand and stuck up about an 
inch. It was hot to the touch and red. By 9:00 pm my eye and face were worse and the right side 
of my face was drooping. On Sunday March 28th 8:00 am my face was worse and itchy. The cold 
sore was spreading up the right side of my drooping face and my eye was almost shut. I called the 
Teledoc and had a video call. She said that the vaccine triggered a virus in my system. She called 
in a prescription for Valacyclovier 1GM 4 pills. Took 2 pills at noon and then the last 2 that night 
before bed. She said to give it 2-3 days and it should clear up. On Monday, March 29th 6:30 am 
the lump in my arm is a little smaller but my eye is worse. I looked horrible. On Tuesday, March 
30th I still had a low grade headache and my lip and right side of my face is kinda numb. I called 
my doctor and made an appointment for Wednesday, March 31st. On Wednesday, March 31, 2021, 
I woke up and now had a canker sore inside my top lip on the right side of my face in addition to 


looking like a monster. I went to the doctor?s office at 7:30 am and she said that I definitely have 
a virus going on and now I have Bell?s Palsy as a result. The doctor gave me a prescription for 
Valacyclovier 1GM tablets to take 3 times a day for 7 days. She also prescribed Prednisone 20 MG 
to take 3 tablets for 7 days to relief the itching and irritability of my face. 


B 
Bell's Palsy; her face felt numb; tingling and pain on her left ear; tingling and pain on her left ear; 
This is a spontaneous report from a contactable consumer. A female patient of an unspecified age 
received bnt162b2 (BNT162B2), dose 1 via an unspecified route of administration on O8Mar2021 
COVID19 as single dose for Covid-19 immunisation . The patient medical history and concomitant 
BELL'S PALSY | VACCINE | 1151374-1 | medications were not reported. The patient experienced bell's palsy on O8Mar2021 with outcome 
(COVID19) of unknown. On her way home the patient face felt numb , tingling and pain on her left ear The 
reported events were considered Important Medical Events. The patient is wondering if the 
Company has been informed about Bell's palsy. Information about batch/lot number has been 
B 


requested. 


Bells Palsy; runny nose; This is a spontaneous report from a contactable consumer (patient). A 73- 
year-old female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), 
via an unspecified route of administration, administered in arm left on O8Mar2021 11:30 
(Batch/Lot Number: EN6199) as single dose for covid-19 immunisation. Medical history included 
diabetic, arthritis, torn right shoulder, neuropathy plantar fasciitis arthritis back pain, allergies: 
sulfa, antibiotics, indomethacin, amoxicllin, sulfacetamide. Concomitant medications included 
paracetamol (TYLENOL) taken for an unspecified indication from an unspecified start date and 
ongoing; allopurinol (ALLOPURINOL) taken for an unspecified indication from an unspecified start 
date and ongoing; atenolol (ATENOLOL) taken for an unspecified indication from an unspecified 
start date and ongoing; fluoxetine (FLUOXETINE) taken for an unspecified indication from an 
unspecified start date and ongoing; diclofenac (DICLOFENAC) taken for an unspecified indication 
COVID19 from an unspecified start date and ongoing; furosemide (FUROSEMIDE) taken for an unspecified 
ELL'S PALSY | VACCINE | 1151424-1 indication from an unspecified start date and ongoing; metformin (METFORMIN) taken for an 
(COVID19) ~~ | unspecified indication from an unspecified start date and ongoing; pregabalin (PREGABALIN) taken 
for an unspecified indication from an unspecified start date and ongoing; simvastatin 
(SIMVASTATIN) taken for an unspecified indication from an unspecified start date and ongoing; 
levothyroxine sodium (SYNTHROID) taken for an unspecified indication from an unspecified start 
date and ongoing; vitamin d nos (VITAMIN D NOS) taken for an unspecified indication from an 
unspecified start date and ongoing; amitriptyline (AMITRIPTYLINE) taken for an unspecified 
indication from an unspecified start date and ongoing. The patient experienced bells palsy on 
12Mar2021 with outcome of not recovered, runny nose on 12Mar2021 with outcome of recovering. 
Clinical course: the consumer said that the Bell's palsy started Friday with a runny nose, her right 


side nostril. She said Saturday she had it where she can't move the right side of her face properly, 
and that is when she called to make her doctor's appointment for this morning. The reported 
events required visit to: Physician office. The patient received prednisone 1 daily for 7 days as 
treatment for the event Bells Palsy. 


Patient came in the office with facial drooping of the left eye and left upper and lower lip. 
COVID19 Differential diagnosis of bells palsy. patient was treated with Prednisone 50 mg orally x 1 week, 
BELL'S PALSY | VACCINE then prednisone 10 mg orally x 2 weeks, valacyclovir 1 gm orally TID x 7 days. Condition has 
(COVID19) finally resolved 3/31/21, improvement noted. Patient was placed on temporary disability for two 
weeks, deemed safe to return to work. 
COVID19 
BELL'S PALSY | VACCINE | 1152076-1 | Bell Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Bells Palsy - Valtrex 1g PO TID x7d, Prednisone 60 mg daily x7d 
pausonsr (COVID19) samt 
COVID19 
BELL'S PALSY | VACCINE | 1152184-1 | Stroke and Bell's Palsy 
peusonsr (COVID19) set 


COVID19 
BELL'S PALSY | VACCINE 1152190-1 Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Bell's Palsy second occurrence. First occurrence 12/18 Numb toes on both feet 
° D19 


Symptoms yeaa VAERS ID | Adverse Event Description 


Patient became lightheaded at time of administration. These symptoms subsided shortly after with 
COVID19 consumption of food. At around 1315 patient began to notice numbness and sensation of swelling 
BELL'S PALSY | VACCINE to left side of face. She also reports slight headache. No weakness or numbness throughout 
(COVID19) remainder of body. No difficulty with breathing, swallowing or chest pain. Symptoms appear 
consistent with Bell's Palsy. 
COVID19 
BELL'S PALSY | VACCINE 
peusensr (COVID19) sso 


COVID19 Bells Palsy Dizziness 20 minutes after vaccine 35 minutes after vaccine facial numbness and 
BELL'S PALSY |VACCINE | 1152488-1 | drooping Went to Health Priority care and they gave me rx for valtrex and Predisone (cannot take 
(COVID19) predisone though due to diabetes). 


headaches and weakness on one side of the face Was seen in the ER and was dx with Bell's Palsy 
COVID19 and Ramsay Hunt Auricular Sundrome treated with Famciclovir, Meloxicam, Tramadol and he is still 
BELL'S PALSY | VACCINE having weakness and headaches after completing the medication. He came for 2nd vaccine today 
(COVID19) and we told him to consult with his physician about getting the 2nd dose at this time, due to his 


bells palsey 


continued symptoms. 


COVID19 
BELL'S PALSY | VACCINE | 1152709-1 | Bell's Palsy going for follow up care 
(COVID19) 


Bells Palsy; Sore arm; A spontaneous report was received from a consumer concerning her 
husband a 68-years-old, male patient who received Moderna's COVID-19 vaccine (MRNA-1273) 
and experienced Bell's palsy / facial paralysis and sore arm / pain in extremity. The patient's 
medical history was not provided. Concomitant product use was not provided by the reporter. On 
COVID19 08 Mar 2021, prior to the onset of the symptoms, the patient received their first of two planned 
BELL'S PALSY | VACCINE | 1153134-1 doses of mRNA-1273 (Batch number: 029A21A) intramuscularly for prophylaxis of COVID-19 
(COVID19) ~~~ | infection. On 08 Mar 2021, the patient experienced had a sore arm. On 13 Mar 2021, the patient 
developed medically significant event of Bell's Pplsy. Treatment for the event included prednisone, 
'doxixclavir', and eye drops. Action taken with mRNA-1273 in response to the events was not 
provided. The outcome of the events Bell's palsy and sore arm was not reported.; Reporter's 


Comments: Based on the current available information and temporal association between the use 
of the product and the onset date of the reported events, a causal relationship cannot be excluded. 


Bell's palsy; anxiety; This is a spontaneous report from a contactable consumer (patient's friend). 
A female patient of an unspecified age received the first dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, lot number and expiry date unknown), via an unspecified route of 
administration, on an unspecified date, at a single dose, for covid-19 immunization. The patient's 
medical history and concomitant medications were not reported. The reporter stated that the 
patient received the Covid-19 vaccine and ended up in the hospital with Bell's Palsy. The reporter 
was not sure if this was related to the vaccine. The reporter wanted to know if there were any 
similar reports of this. The reporter also stated that the patient also experienced anxiety after the 
vaccine administration. The outcome of the events was unknown. Information on the lot/batch 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
number has been requested. 


Quickly progressing facial paralysis after extreme ear pain on same side of face. Diagnosed as 
COVID19 Bell's Palsy. Extreme case per doctor. Some loss of taste. Persistent extreme pain in and around 
BELL'S PALSY | VACCINE | 1153377-1 | ear and traveling down neck; all same side. Eye won't close. Difficulty drinking, and difficulty 
(COVID19) eating without choking. Numbness on entire right side of face with full paralysis. Treatment is 


Valacyclovir, Gabapentin, Prednisone, Tramadol. And keeping eye covered at all times. 


Numbness of entire arm within 15 minutes of vaccination, shoulder to fingertips. Numbness 
COVID19 remained for over 24 hours. First 48 hours, fever, chills, body aches, headache, debilitating fatigue 
BELL'S PALSY | VACCINE | 1153380-1 | After 24 hours, increasing mild Bell?s palsy facial tingling and numbness. Some difficulty speaking 
(COVID19) for 24 hours. Mild Bell's palsy for two full weeks without cessation, concentrated in the right side of 


face. In third week, less frequent, but still present. 


Bell's palsy; numbness and tingling on right side of face; numbness and tingling on right side of 
face; tongue is also numb; This is a spontaneous report from a contactable consumer. A 22-year- 
old female patient received bnti62b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for 
COVID19 injection), dose 2 via an unspecified route of administration on an unspecified date (Batch/Lot 
BELL'S PALSY | VACCINE number was not reported) as SINGLE DOSE for covid-19 immunisation. The patient's medical 
(COVID19) history and concomitant medications were not reported. The patient received first dose of 
BNT162B2 for COVID-19 immunization on an unspecified date. Patient diagnosed with Bell's palsy 
(medically significant) after receiving Pfizer vaccine. On an unspecified date, the patient 
experienced numbness and tingling on right side of face, tongue is also numb. The outcome of the 


events was unknown. Information on the lot/batch number has been requested. 


Bell's Palsy on the Left side; A Spontaneous report from was received from a Healthcare 
professional concerning a 64-year-old female patient who received Moderna's COVID-19 vaccine 
(mRNA-1273) and experienced Bell's palsy on the left side of her face. The patient's medical 
history was not provided. The patient's concomitant medication was not provided. On 02 Mar 2021, 

COVID19 the patient received their first of two planned doses of MRNA-1273 (Lot number : unknown) 

BELL'S PALSY | VACCINE intramuscular for prophylaxis of COVID-19 infection. On 14 Mar 2021, the patient experienced 

(COVID19) Bell's palsy on the left side of her face. The event was considered medically significant. Laboratory 
details was not provided. No treatment information was provided. Action taken with MRNA-1273 in 
response to the events was not reported. The outcome of the event was not resolved.; Reporter's 
Comments: Based on the current available information and temporal association between the use 
of the product and the onset date of the event, a causal relationship cannot be excluded. 


Symptoms ees VAERS 1D Adverse Event Description 


Developed Bell's Palsy; This is a spontaneous report received from a contactable consumer (patient 
himself). A 48-year-old male patient received second dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, Solution for injection, lot number; EN6200) via an unspecified route of 
administration on 11Mar2021 at 09:00 am at single dose on left arm for COVID-19 immunisation. 
Patient's medical history included down syndrome and No known allergies. Patient's concomitant 
COVID19 medications (other medications in two weeks) included ascorbic acid (VITAMIN-C), glucosamine, 
1153535-1 


; chondroitin, vitamin d and IND. Patient previously took historical vaccine included first dose of 

PELE SPARHN oui BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number; EN6208) on 18Feb2021 at 09:00 
am at single dose on right arm for COVID-19 immunisation. Patient developed Bell's Palsy on 

21Mar2021 at 12:15 pm. This was 10 days following the 2nd dosage of the Pfizer vaccine. There 
was no previous health history of Bell's Palsy. The adverse event resulted in doctor or other 
healthcare professional office/clinic visit. No treatment for adverse event. If covid was present 
prior vaccination and if covid was tested post vaccination was reported as no. The outcome of 
event was not recovered. Information on the lot/batch number is requested. 


"Face was drooping; Loss of taste; A spontaneous report was received from a physician 
concerning, a 58-year-old, male patient, who received Moderna's COVID-19 vaccine (MRNA-1273) 
and experienced loss of taste/ageusia and face drooping/facial paralysis. The patient's medical 
history included COVID-19 approximately six months prior to this event. Concomitant product use 
was not provided by the reporter. On 09 Jan 2021, approximately 3 days prior to the onset of the 
events, the patient received their first of two planned doses of mMRNA-1273 (Lot number: 

COVID19 unknown) intramuscularly for prophylaxis of COVID-19 infection. On 11 Jan 2021, after receiving 

BELL'S PALSY | VACCINE | 1153909-1 | mRNA-1273, the patient experienced loss of taste buds. On 20 Jan 2021 patient noticed that his 

(COVID19) face ""felt funny"" while drinking water and went to the mirror where he saw the right side of his 
face was drooping. Patient was seen by PCP on 25 Jan 2021. Treatment for the events included 
high dose steroid therapy and valacyclovir 1 gm by mouth twice daily for ten days. Action taken 
with MRNA-1273 in response to the events was unknown. The outcome of the events, ageusia and 


face dropping, were considered unknown.; Reporter's Comments: Based on the current available 
information and temporal association between the use of the product and the start date of the 
events, a causal relationship cannot be excluded. Further information has been requested." 


Diagnosed with Bell's Palsy; Stomach pain; Blurred vision; Severe headache; Slight fever; A 
spontaneous case was received from a 70 -year-old, female consumer, who experienced stomach 
pain, severe headache, slight fever, blurred vision and was diagnosed with bell's palsy. The patient 
medical history was not provided. Concomitant medications were include metformin, gabapentin, 
lisinopril, celecoxib, atorvastatin,and glipizide. On 14-JAN-2021, prior to the onset of the events, 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


the patient received their first of two planned doses of MRNA-1273 (Batch no; 022M20A), 
intramuscularly in the upper right arm for prophylaxis of COVID-19 infection. On 15-FEB-2021 , 
the patient experienced stomach pain, severe headache, slight fever, blurred vision. On 23-FEB- 
2021 she was diagnosed with bell's palsy. She had taken prednisolone and valacyclovir to treat 
bells palsy. Action taken with MRNA-1273 in response to the events was not applicable. The 
outcome of the events were not recovered/not resolved.; Reporter's Comments: Based on the 
current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded. 


Suspected Bell's palsy; Facial drooping right/upper chin; Mild swelling to right eye and chin; 
Abnormal feelings on literal right upper ileus and the region of his chin; Tangling; A spontaneous 
report was received from a healthcare professional concerning a 31-years-old, male patient who 
developed suspected Bell's palsy/facial paralysis, facial drooping right/upper chin/facial paresis, 
mild swelling to right eye and chin/swelling face, abnormal feelings on literal right upper ileus and 
the region of his chin/feeling abnormal, tangling/paraesthesia. The patient's medical history was 
not provided. Concomitant product use was not provided by the reporter. On 23 Feb 2021, prior to 
COVID19 the onset of the symptoms, the patient received the first of two planned doses of mRNA-1273 (lot 
BELL'S PALSY | VACCINE | 1153931-1 number 022M20A) intramuscularly for prophylaxis of COVID-19 infection. On unknown date, the 
(COVID19) ——— patient developed abnormal feelings on his lateral right upper ileus, his chin bone, tangling, facial 
dropping right upper chin, mild welling to his right eye and chin. He can't open his right eye. 
Treatment information was not provided. Action taken with MRNA-1273 in response to the events 
was not provided. The outcome of the events, suspected Bell's palsy/facial paralysis, facial 
drooping right/upper chin/facial paresis, mild swelling to right eye and chin/swelling face, 
abnormal feelings on literal right upper ileus and the region of his chin/feeling abnormal, 


tangling/paraesthesia, were unknown.; Reporter's Comments: Based on the current available 
information and temporal association between the use of the product and the start date of the 
event, a causal relationship cannot be excluded. 


Bell's Palsy, left side began drooping/complete drooping of left side, unable to close eye; taste as 
being off; numbness; soreness, achiness; bad headache; A spontaneous report was received from 
a Health Care Professional, concerning a female patient who received Moderna's COVID-19 vaccine 
(mMRNA-1273) and developed bell's palsy, bad headache, taste as being off, soreness, achiness, 
numbness. The patient had no history of bell's palsy. Concomitant product use was not provided by 
the reporter. On 10 Mar 2021, patient received her second of two planned doses of MRNA-1273 
vaccine. (Batch number:027A21A) intramuscularly for prophylaxis of COVID-19 infection. On 
COVID19 Saturday 13 Mar 2021, patient had bad headache and on 16 Mar 2021, patient reported taste 
BELL'S PALSY | VACCINE | 1153956-1 being off, soreness, achiness, numbness and left side began drooping. On 17 Mar 2021, patient 
(COVID19) ~~ | went to emergency room due to complete drooping of left side and unable to close eye. Treatment 
for the event included IV methylprednisolone sodium succinate and patient was sent home with 
prednisone pack and valacyclovir (1g/5 days). The patient received both scheduled doses of 
MRNA-1273 prior to the events; the action taken with respect to the drug in response to the 
events is not applicable. The outcome of the events, bell's palsy, bad headache, taste as being off, 
soreness, achiness/pain, left side began drooping/complete drooping of left side, numbness and 


unable to close eye were considered as unknown.; Reporter's Comments: Based on the current 
available information and temporal association between the use of the product and the start date 
of the events, a causal relationship cannot be excluded. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy symptoms; A spontaneous report was received from a consumer concerning a 84-year- 
old, male patient, who received Moderna's COVID-19 vaccine (mRNA-1273) and experienced Bell's 
palsy symptoms. The patient's medical history was not provided. Concomitant products included 
losartan and amlodipine for drug use for unknown indication. On 11 Feb 2021, prior to the onset of 
the event, the patient received their first of two planned doses of mRNA-1273 (Lot number: 
COVID19 015M20A) intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 11 Mar 2021, 
BELL'S PALSY |VACCINE | 1153979-1 | the patient received his second dose of two planned doses of mMRNA-1273 (lot number: 026A21A) 
(COVID19) intramuscularly in the right upper arm for prophylaxis of COVID-19 infection. On 15 Mar 2021, the 
patient experienced Bell's palsy symptoms (important medical event term). Patient did not take 
anything to treat symptoms. Action taken with MRNA-1273 in response to the event was not 
applicable. The outcome of the event was unknown.; Reporter's Comments: Based on the current 


available information and temporal association between the use of the product and the onset date 
of the event, a causal relationship cannot be excluded. 


bell's palsy; A spontaneous report from was received from a Consumer concerning a 62-year-old 
male patient who received Moderna's COVID-19 vaccine (MRNA-1273) and experienced Bells palsy. 
The patient had a history of Bells palsy in the last five years. No relevant concomitant medications 
were reported. On 07 Mar 2021, prior to the onset of the event, the patient received their first of 
COVID19 two planned doses of MRNA-1273 intramuscularly for prophylaxis of COVID-19 infection. On 25 
BELL'S PALSY |VACCINE | 1154019-1 | Mar 2021, the patient experienced the event Bells palsy. Laboratory details was not provided. 
(COVID19) Treatment medication included prednisone and valacyclovir. Action taken with mRNA-1273 in 
response to the event was not reported. The outcome of the event was unknown.; Reporter's 
Comments: Based on the current available information and temporal association between the use 


of the product and the onset date of the reported event of facial paralysis, a causal relationship 
cannot be excluded. Patient's prior history of Bell's palsy is considered a risk factor. 


Physician's office (Primary Care Provider). The patient does not have the results of her blood work 
back yet. The outcome of the event a sore right arm was recovered on 06Mar2021; for the other 
event was not recovered. The relatedness of drug to reaction(s)/event(s) for the event Bell's palsy 


Bell's palsy; Sore Arm; This is a spontaneous report from contactable consumers (one is the 
patient). A 66-year-old female patient received bnt162b2 (Pfizer-Biontech Covid-19 Vaccine) first 
dose, via an unspecified route of administration, administered in Arm Right on O3Mar2021 11:40 
am (Batch/Lot Number: EM9810) as SINGLE DOSE for covid-19 immunisation. The patient was 
vaccinated at a hospital. Medical history included Type 2 diabetes mellitus: Diagnosed one year 
ago; Gastrooesophageal reflux disease (GERD) Diagnosed 2 years ago; Hashimoto's disease 
Diagnosed 5 or more years ago; High cholesterol and blood pressure abnormal (reported as Blood 
pressure); all from an unknown date and unknown if ongoing. No history of all previous 
immunization with the Pfizer vaccine considered as suspect. No additional vaccines administered on 
same date of the Pfizer Suspect. No prior vaccinations within 4 weeks, also no Family Medical 
History Relevant to the adverse events. Concomitant medications included metformin 500 mg once 
a day by mouth taken for diabetes (reputed Has been taking that about a year); pravastatin 
sodium (PRAVACOL) 40 mg once a day by mouth taken for High cholesterol; levothyroxine sodium 
(SYNTHROID) 50 mcg once daily by mouth taken for an unspecified indication; omeprazole 20 mg 
once a day by mouth taken for an unspecified indication; and losartan 50 mg once a day by mouth 
taken for blood pressure; all start and stop date were not reported. It was reported that the 
patient is calling about the COVID Pfizer vaccine shot. The patient took the first dose of the shot on 
Wednesday 03Mar2021. The patient now has been diagnosed with Bell's Palsy and she believes 
COVID19 that it is from the shot. The Patient's speech is impaired because of the bells palsy. The only thing 
BELL'S PALSY | VACCINE | 1154090-1 the patient had was a sore right arm on 04Mar2021. Then on 10Mar2021 the left side of her neck 
(COVID19) ——— | Started to really hurt and behind her ear, it was severe pain, frequently she would get a jolt of pain 
on top of the existing pain. The patient had this pain 10Mar2021, 11Mar2021, 12Mar2021, and by 
Saturday 13Mar2021 her face started to distort, now she couldn't close her eye, her lips were 
numb, and her speech was interfered. Monday (15Mar2021) morning the patient was seen by her 
primary care provider and her doctor told her it was Bell's Palsy. Blood was drawn at that time, but 
the patient doesn't have the results yet. The patient was given prednisone and an anti-viral which 
after she took them it helped with the pain significantly. The patient's face still has the paralysis on 
the left side of her face. No other parts of her body were affected other than a sore arm at the site 
on the right side, which was not a big deal. It was reported that the patient is taking COVID 
vaccine as she heard she should get it and her husband had the shots and was fine. The patient 
mentions that her husband had one bad day after the vaccines but he was fine, so she decided to 
get it. The patient wanted to know, she is going to follow up with her primary care provider on 
22Mar2021 but she was scheduled for her second Pfizer shot on 24Mar2021, should she get the 
second dose. The patient read that 40,0000 people were given the vaccine and 4 people had bell's 
palsy and because of that they discounted it as a side effect, and the placebo group did not 
develop this. It was noted that the patient did not required emergency room visit but to the 
was reported to be related. 


Symptoms ees VAERS 1D Adverse Event Description 


hard of hearing; Bell's palsy; Left eye felt weird/weird feeling like when went to the dentist and get 
the Novocain shot; Left side of mouth muscle not holding water while brushing teeth; Cannot close 
left eye/eye wasn't moving; Left eye burning during shower; sick; cannot move that part of your 
mouth; Sore Arm over Weekend; This is a spontaneous report from a contactable consumer 
(patient). This 51-year-old female patient received second dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE), via an unspecified route of administration in left arm on 12Mar2021 08:15 
(Lot Number: EN6204) at single dose for covid-19 immunization. Medical history was none. 
Concomitant medication included diphenhydramine hydrochloride (BENADRYL Tablet). The patient 
previously received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot Number: 
EN6200) on 19Feb2021 and experienced felt really tired, and received flu shot. The patient 
experienced bell's palsy on 18Mar2021, sore arm over weekend on an unspecified date in 2021, 
Left eye felt weird/weird feeling like when went to the dentist and get the Novocain shot on 
18Mar2021, left side of mouth muscle not holding water while brushing teeth on 18Mar2021, 
cannot close left eye/eye wasn't moving on 18Mar2021, left eye burning during shower on 
18Mar2021, sick in 2021, cannot move that part of your mouth in 2021, hard of hearing on an 
unspecified date. She felt great over the weekend other than a sore arm. Morning on 18Mar2021 
when she woke up her left eye felt weird. When brushing her teeth she noticed the left side of her 
mouth muscle was not holding water to spit out. Looked in the mirror and noticed when she smiled 
her left eye wasn't moving. Went to the emergency room and the doctor told her she has Bell's 
Palsy. Explained that was why she cannot close her left eye. Was given two medications to take; 
one a steroid and one a antiviral. Left eye has been feeling weird, like when you look away from 

COVID19 your cell phone and one eye hasn't dilated or adjusted to the darkness yet. Stated she took a sick 

BELL'S PALSY |VACCINE | 1154092-1 | day from work today. Mentioned again her left eye burning in the shower and that she has to sleep 

(COVID19) with an eye patch. She was hard of hearing. Stated she had hearing aids and can currently hear 
call handler fine. Had a CAT scan and everything at the emergency room this morning. Her 
grandmother and aunt died from a stroke and she was concerned that she had one. She cannot 
close her left eye completely. Stated was a weird feeling like when went to the dentist and get the 
Novocain shot and cannot move that part of your mouth. The doctor told her he thought it will last 
for 2 weeks. Stated that it could've started overnight but she was uncertain as she was sleeping 
and didn't notice it until this morning. Mentioned her husband was at the hospital all day yesterday 
for procedures. After receiving her second dose of the vaccine she thought she didn't feel to bad at 
all, not tired like with the first one; until she woke up with this today. Stated no for medications 
but mentions that on 11Mar2021 she had bad allergies and was like a water faucet. She took 
Children's Benadryl 12.5mg 2 tablets and some eye drops. Stated that it helped. Thought she was 
allergic to something in the building. Stated was given Prednisone, as she was reading the label 
she notices she was supposed to take two a day and had only taken 1 this morning. Prednisone is 
prescribed as 20mg 2 tablets by mouth every day for 7 days. Spelt out name of antiviral 
medication as IC Valacyclov. Prescribed as 500mg 2 tablets by mouth three times a day. Also has 
eye drops to keep eye moist. Has eye patch for bedtime. Was instructed to manually close left eye 
and cover with eye patch at night. Mentioned that she had a flu shot in October no issues voiced. 
Nephew with Covid, Niece that had Covid. Stated she was not around them. There was no 


physician office visit reported. The patient underwent lab tests and procedures which included 
blood sugar: normal, blood pressure: normal, CAT scan: normal on 18Mar2021. There was 
treatment and emergency room visit except event hard of hearing. The outcome of the events was 
unknown. 


COVID19 
BELL'S PALSY |VACCINE | 1154398-1 | The right side of my face has lost most movement above the mouth. Paralysis for short. 
(COVID19) 


Bell's palsy - a feeling of facial paralysis and severe muscle weakness where the neck muscles 
COVID19 meet the lower left jaw. This came on quickly as I was sitting down several hours after receiving 
BELL'S PALSY | VACCINE | 1154755-1 | my first dose, and then subsided over the course of the next 15 minutes or so. I have however a 
(COVID19) returning sensation of a weaker form of it today, three days after the vaccination event. - a feeling 


like I can't fully clench my jaw on my lower left side without a notable tingling sensation. 


HISTORY OF PRESENT ILLNESS: HPI Patient is a male presenting to the emergency department 
with concerns regarding left-sided facial droop. The patient tells me that he received a COVID-19 
vaccine (1st dose) 10 days ago. Patient states that he went to sleep around 23:00 last night. He 
woke up this morning with left-sided facial droop and inability to close his eye completely on the 
left. Patient presented to the emergency department for evaluation. He denies any symptoms 
otherwise. He denies any facial numbness, but states that her rather feels like it is ?paralyzed.? 
Patient denies any numbness or tingling in his arms or legs. He denies any unilateral arm or leg 
weakness. He denies any visual changes. No blurry or double vision. He denies any difficulty with 
speech or finding words. He denies any headache or dizziness. No chest or abdominal pain. No 
nausea or vomiting. No fevers or chills. No flu-like symptoms. He denies any loss of taste. He 
denies any numbness or tingling in his tongue or lips. He has no symptoms otherwise. There is no 
problem list on file for this patient. No past medical history on file. Reviewed and negative. He 
denies any personal medical history. Denies any family history of strokes or personal history of 

COVID19 strokes. Vital signs reviewed. Patient evaluated. Based on exam and history, it is consistent with 

ELL'S PALSY | VACCINE | 1154778-1 | left-sided Bell's palsy. He has no other neurological symptoms and his neurological exam aside 

(COVID19) from the facial droop is otherwise unremarkable. I have low concern for stroke based on evaluation 
today. He has involvement of the forehead muscles. At this point, I did discuss with him that this is 
Bell's palsy and he will be treated with prednisone and valacyclovir . I do not feel additional workup 
indicated. He was agreeable. He was given an eye shield that he was given eye lubricant to help 
avoid dry eye. I did discuss with him that this also may be related to the vaccine given recent 
administration. I discussed that he should talk to his doctor about this prior to his 2nd dose. 
Patient instructed to monitor symptoms and all questions were addressed. He was discharged in 
stable condition Follow-up Information No Results Physician, MD. BLOOD PRESSURE SCREENING: 
HTN (>/=140/90), recommend follow up with PCP within 1 month. Orders Placed This Encounter 
Medications ? hypromellose (GENTEAL) 0.3 % GEL ophthalmic gel Sig: Apply 1 Application to left 
eye if needed for Dry Eyes. Dispense: 10 g Refill: 0 ? valACYclovir (VALTREX) 500 MG tablet Sig: 
Take 2 tablets by mouth 2 times daily for 7 days. Dispense: 28 tablet Refill: 0 ? predniSONE 
(DELTASONE) 20 MG tablet Sig: Take 3 tablets by mouth daily for 7 days. Dispense: 21 tablet 
Refill: 0 ? predniSONE (DELTASONE) tablet 60 mg ? valACYclovir (VALTREX) tablet 1,000 mg 


COVID19 
ELL'S PALSY | VACCINE R side Bell's Palsy onset 3/31/21. 
(COVID19) 
COVID12 Vaccine given on 3/20/21 and patient developed symptoms consistent with bells palsy on 3/26/21 
BELL'S PALSY | VACCINE | 1155165-1 : i 
NVIN1¢ Diagnosed and treated at urgent care 


ee | 
Symptoms eee VAERS ID Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


COVID19 . i bea 282 Sax 
BELL'S PALSY | VACCINE tenes Developed left facial palsy approximately 48 hours after injection. Presented to local ER on 3-21-21 


Migraine started on 3/23. Struck with Bells Palsey on 3/25. 


(COVID19) and diagnosed with Bells Palsy 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE | 1155570-1 | Bells Palsy and treating him with prednisone 60 mg for 1 week 


Bells Palsy Blurry sight-3/30/2021 Couldn?t move mouth-3/31/2021 Couldn?t close right eye- 4- 
1/2021 


(COVID19) 


BELL'S PALSY pete 4155678-1 Episode of Bell's Palsy, possibly related to COVID-19 vaccine. Pt has h/o Bell's Palsy for the past 20 
(COVID19); tt” years. D/t reaction, Dr. advised against 2nd dose of COVID-19 vaccine. 


COVID19 
BELL'S PALSY | VACCINE | 1155718-1 | Bells Palsy - no patient history of same 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 


BELL'S PALSY | VACCINE BELLS PALSY 3 WEEKS AFTER FIRST INJECTION 
(COVID19) 


Bell's Palsy of right face, diagnosed in ER with treatment of prednisone and valacyclovir 


Onset of right temple pain and right eye water approximately 3 hours after 2nd dose moderna 
vaccine. Progressed to right facial paralysis, increased eye watering, unable to completely close 
right eye or raise right side of face, drooling with drinking liquids. Called primary care physician 
4/1/2021, referred to ED. Evaluated by ER provider, FNP on 4/1/2021, exam findings consistent 
with Bell's Palsy with no other neurological deficits noted. Nursing staff assisted pt with completing 
report, pt listed as reporter for follow-up. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


(COVID19) Prednisone 60mg daily x 7 days. 


COVID19 
BELL'S PALSY | VACCINE Bell's Palsy 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE | 1156764-1 | No symptoms at the time of injection. Diagnosed with Bell's Palsy on 3.28.21. 
(COVID19) 


COVID19 After approximately 24 hours after 2nd dose of Moderna, ppt noted left eyelid was starting to 
BELL'S PALSY | VACCINE | 1156547-1 | droop. She was seen by PCP (4/1/2021) and determined to have Bell's Palsy. She was started on 


(COVID19) 


On March 30th I lost taste on half of my mouth. When I woke up March 31 my entire right side of 
COVID19 my face was dropping and was not responsive to facial motion. Went to the ER to get checked out. 
BELL'S PALSY | VACCINE | 1157143-1 They did testing to make sure to rule out a stroke. And found it to be Bell?s Palsy. I was given a 


COVID19 
BELL'S PALSY | VACCINE | 1157073-1 | My last shot was 02/09/21 7 weeks after I developed Bells Palsey. I had never had this before. 


(COVID19) prescription of steroids , antibiotic, and eye ointment. I was told to go for a follow up with my 
Family doctor. I have that scheduled for April 5th at 3:15pm with Dr.. I have had to miss two days 
of work so far due to this adverse side effect. 


Droopy face bells palsy; An ear ache; A spontaneous report was received from a consumer 

concerning a female patient of unspecified age who received Moderna's COVID-19 vaccine (mRNA- 

1273) and experienced events droopy face bells palsy/facial paralysis and an ear ache/ear pain. 

The patient's medical history was not provided. Concomitant product use was not provided by the 

reporter. On 16 Jan 2021, approximately 22 days prior to the onset of the events, the patient 

received their first of two planned doses of mRNA-1273 (lot/batch: 097k701A) for prophylaxis of 
1157559-1 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


COVID-19 infection. On 08 Feb 2021, the patient had an ear ache, and on 09 Feb 2021 the patient 
had droopy face bells palsy. At the time of this report she still had Bell's palsy and was being 
treated by her doctor with prednisone and an anti viral. She was scheduled to receive her second 
shot on 13 Feb 2021. The event droopy face bells palsy was considered as medically significant. 
Treatment for the event included prednisone and an anti viral. Action taken with mRNA-1273 in 
response to the events was not reported. The outcome of the event droopy face bells palsy was 
considered as not recovered. The outcome of the event an ear ache was unknown.; Reporter's 
Comments: Based on the current available information and temporal association between the use 
of the product and the start date of the events, a causal relationship cannot be excluded. 


Bells palsy on same side as vaccine; A spontaneous report was received from a consumer 
concerning 69-year-old, male patient who received Moderna's COVID-19 vaccine (mRNA-1273) and 
experienced facial palsy. The patient's medical history was not provided. Concomitant product use 
was not provided by the reporter. On 13 Jan 2021,the patient received his first of the two planned 
vaccine doses of mRNA-1273 (Batch number: 039K20A). On 10 Feb 2021, approximately 28 days 
after the first vaccine dose, prior to the onset of the symptoms, the patient received his second of 
COVID19 the two planned vaccine doses of mRNA-1273 (Batch number: 028L20A), intramuscularly, in the 
1157578-1 


BELL'S PALSY | VACCINE left arm, for prophylaxis of COVID-19 infection. On an unknown date, after 2.5 weeks of the 
(COVID19) second dose of vaccination, the patient experienced bell's palsy on the same side he received the 

vaccine and was reported as ongoing at the time of report. Treatment for the event included 
steroid, antiviral and eyedrops. The patient received both scheduled doses of MRNA-1273 prior to 
the events; therefore, action taken with the drug in response to the events was not applicable. The 
outcome of the events, facial paralysis and cerebrovascular accident, were considered not resolved 
at the time of report.; Reporter's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the event, a causal 
relationship cannot be excluded. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy; A spontaneous report was received from a consumer, concerning herself, a 62-years- 
old, male patient, who received Moderna's COVID-19 vaccine and experienced event Bell's palsy. 
The patient's medical history included Hypertension. Products known to have been used by the 
patient, within two weeks prior to the event, included Amlodipine, Valsartan 5mg /320mg indicated 
for Blood Pressure, megarad to lower cholesterol. On 2 Mar 2021, approximately 2-3 weeks prior 
COVID19 to the onset of event, the patient received their first of two planned doses of mRNA-1273 (Batch 
1157613-1 


i number: 012M20A) via unknown route in left arm for COVID-19 infection prophylaxis. On 17 Mar 

PELES TADON oui 2021, The patient experienced Bell's Palsy. The patient felt sore in mouth. on 18 Mar 2021, it was 
full paralysis of mouth and the drooping face. Eventual diagnosis made was Bell's Palsy. Treatment 

information included 80 mg of prednisone once a day for about 7 days and valacyclovir hcl 1gm 
tablet - TID for 7 days Action taken with MRNA-1273 in response to the event was unknown. The 
outcome of the event Bell's palsy was unknown.; Reporter's Comments: Based on the current 
available information and temporal association between the use of the product and the start date 
of the event, a causal relationship cannot be excluded. 


COVID19 
BELL'S PALSY |VACCINE | 1157742-1 | bells palsy 
(COVID19) 


At 9pm on 3/30/21 my left ear was red and very warm to the touch leading up to going to bed 
around 1030pm. The next day around 10am I felt a tingling in the lower left side of my face it felt 
COVID19 like novocaine was wearing off after being at the dentist. My mouth and cheek were slightly numb. 
BELL'S PALSY | VACCINE | 1158544-1 The next day I noticed that nothing had changed in my face but my left hand fingers were also 
(COVID19) ~~ E Slightly numb along with my left shoulder blade. Arm was sore at injection site throughout. I went 
to see my primary Dr. at 3:30pm on 4/1/21 and after having me do facial exercises she said I had 
a mild case of Bell's Palsy and prescribed a steroid and an anti-viral since I had recently been sick 


the week prior. 


Bell's Palsy; A spontaneous report was received from a consumer concerning a 640 years-old 
female patient who received Moderna's COVID-19 vaccine (MRNA-1273) and experienced Bell's 
palsy/ facial paralysis. The patient's medical history, as provided by the reporter, included 
rheumatoid arthritis. Concomitant product use was not provided. On 03 Mar 2021, approximately 

COVID19 10 days prior to the onset of the event, the patient received their first of two planned doses of 

BELL'S PALSY | VACCINE | 1158673-1 MRNA-1273 (batch 025A21A) via unknown route in left arm for prophylaxis of COVID-19 infection. 

(COVID19) Ss On 13 Mar 2021, the patient experienced symptoms of Bell's palsy. At the time of this report, she 
is still experiencing symptoms on the left side of her face. No treatment information was provided. 
Action taken with mMRNA-1273 in response to the event was not reported. The outcome of the 
event, Bell's palsy was not resolved.; Reporter's Comments: Based on the current available 


information and temporal association between the use of the product and the onset date of the 
event, a causal relationship cannot be excluded.; Sender's Comments: MOD21-060392: 


against his doctor, so he wants to be sure. He inquired if it was safe for him to take his second 
dose and wanted to get good factual information that can give him a good starting point that is 
related. He mentioned that his second dose schedule was on 30Mar2021. He also stated that initial 
onset of Bell's Palsy with left eye droop, he was on a high dose steroid regimen and that seem to 
COVID19 
a a Cana worsening but with his medication, it is definitely helping to transmit between nerves. He stated 
before the medication this time of day he could not lift his left eye longer throughout the day, the 
more difficult it is for the muscles as they become weaker. There was noticeably drooping of the 
right eye. The ophthalmologist exam on his right eye was drooping which was ongoing. It is still 


Symptoms [symptoms | Vaccine |yaersro| adverse Event Description = Adverse Event Description 
ype 
help which he finished up early Feb2021. It was mentioned that the event initial onset was not 
there, his wife and he were comparing their eyes and how much he could open it, and it surprised 


Myasthenia gravis; double vision, cannot focus; left eye droop/right eye droop; Bell's Palsy came 
back with left eye droop/right eye droop; Bell's Palsy came back with left eye droop/right eye 
droop; This is a spontaneous report from a contactable consumer (patient). A 51-year-old male 
patient received the first dose of bnti62b2 (BNT162B2 reported as PFIZER COVID-19 VACCINE), 
via an unspecified route of administration in the left arm on O9Mar2021 08:48 am (lot number: 
EN6199) as a single dose for covid-19 immunisation. Medical history included facial paralysis from 
20Jan2021 to an unknown date diagnosed initially as bell's palsy but now is diagnosed as 
myasthenia gravis and gastric reflux. Concomitant medication included unspecified gastric reflux 
medication and unspecified vitamins. The patient did not receive other vaccines within 4 weeks 
prior and did not receive other vaccine on the same day. The patient previously he was put on 
prednisone 60 mg tablets by mouth times 7 days, then 10 mg tablets for an additional 7 days. The 
patient mentioned he received the vaccine in a vaccination center. The patient reported that prior 
to his first shot towards the end of Jan2021, his doctor thought he had Bell's Palsy. On 20Jan2021, 
he stated that he was put on a high dose of steroids to clear it up. He stated that on 09Mar2021, 
he had his first Covid vaccine with no issues. On 12Mar2021 between 5-6 pm, he mentioned that it 
came back (the Bell's Palsy) with a vengeance, near his eye and with eye droop. He specifies left 
eye droop. He added that the Monday after (15Mar2021) over the weekend, it got worse. He 
mentioned that he talked with his neurologist who told him to speak with his ophthalmologist who 
the patient spoke to on Tuesday. The patient mentioned that both doctors came up with the 
diagnosis of Myasthenia Gravis. He inquired since one of his doctor's is concerned about him taking 
the second vaccine and the other doctor was ok with it. He mentioned that one doctor had a 
feeling of some bias, and the other doctor. He did some research in an association with people 
diagnosed with it. One of his doctors said that he is immunocompromised, so he looked at 
autoimmune information, and the information says it is ok. He reached out to the local medical 
center that is doing the vaccination and they are unwilling to talk with him over the phone. He has 
after the vaccine. The Ophthalmologist checked him on Tuesday and his left eye which he could 
1158701-1 
them how little he could open it. It was different and strange. The time reported for the drooping 


read on the association site and they seem to recommend to take it. He did not want to rebel 
barely open, and his doctor also noticed right eye droop. He stated without medication, it is 
of the right eye was 2:30 pm and persisting but the left eye was worse. He hasn't noticed a 
difference about the same, medication has been helping. It was also mentioned that myasthenia 
gravis reported that it started on the 16Mar2021 2:30 pm (talked to the Neurologist to compare 
notes, so maybe 3:30 - 4:00) when they made the initial diagnosis and started testing the next 
day. He is waiting for blood work to come back, but all the tests have pointed in that direction. 
Myasthenia gravis was ongoing, but the condition has worsened and the medications at a 
therapeutic level, it keeps it at bay. He further added that his eye became so hard to see, so he 
pyridostigmine bromide on 17Mar2021 since he couldn't open or focus, he thought he would give it 
a try. It works when he can't focus and if he doesn't take, it he will go back to where he was 
before. He will not be able to open his eye and the double vision will come back. The events 
required physician's office visit but did not require emergency room visit. He mentioned that there 
were 3 test and one more scheduled. The first one was a common test; the first initial test 
diagnose Myasthenia gravis. The second test was the ice test since they went on the assumption in 
their initial thinking it was Bell's Palsy and in his, doctor's, opinion it didn't look right. The test 
sounds goofy and it is one of the tests, they did to predict how it was going to go. He reported that 
they placed an ice cube in a cloth on the eye and let cool for 2-3 minutes. The eye lid is raised 
more than it was before the test and it went back down. This test was done on 16Mar2021. He 
reported that the did a chest x-ray on 17Mar2021 and looked for enlarge thalamus, he states it 
was normal. He has a CT scheduled next Wednesday (24Mar2021) to check his thalamus and 
lungs. The patient underwent lab tests and procedures which included blood test with unknown 
results on 17Mar2021, he reported that he is waiting for the results to look for antibodies for 
Myasthenia gravis; chest x-ray was normal on 17Mar2021, he reported that they did a chest x-ray 
and looked for enlarge thalamus, he states it was normal; endoscopy with results of no finding on 
Mar2021, his GI doctor wanted to do an upper and lower endoscopy, so 2 weeks prior to the 
vaccine he had an upper and lower endoscopy with no finding; and ice test with results of bell's 


palsy on 16Mar2021 and in his doctor's opinion, it didn't look right. The outcome of the events was 
not recovered. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy; got second dose early on 11Mar2021, it was originally scheduled for 14Mar2021; got 
second dose early on 11Mar2021, it was originally scheduled for 14Mar2021; This is a spontaneous 
report from a contactable consumer (patient's daughter). A 67-year-old female patient (mother) 
received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), second dose intramuscular, 
administered in the left arm on 11Mar2021 at 19:20 (batch/lot number: EN6207) as a single dose 
for COVID-19 immunisation. Medical history included ongoing high cholesterol. Concomitant 
medications included ongoing high cholesterol meds (unspecified). The patient had no vaccinations 
within four weeks prior to the first administration date of the suspect vaccine. The consumer was 
calling on behalf of her mother who doesn't speak English who got the Pfizer COVID-19 vaccine 
second dose on the 11Mar2021 then was admitted to the hospital on 17Mar2021 with a diagnosis 
of Bell's palsy. She said that her mother's vaccine card was handwritten and does not provide 
NDC/EXP. She said that the LOT for her mother's first dose was EN6203, which she got on 
21Feb2021 at 02:30PM. She said that the second dose for her mother was injected at 07:20PM 
11Mar2021. She said that her mother was admitted to the hospital at 03:00PM 17Mar2021 after 
she took her to the emergency room. She said her mother was prescribed steroids and antivirals. 
She said for diagnosis at first they did CAT scan, X-ray, MRI, and an echo to verify not a stroke, 
COVID19 which those were negative for stroke. She said that her mother was discharged from the hospital 
BELL'S PALSY |VACCINE | 1158706-1 | yesterday on the 18th at about 03:15PM. She said her mother was currently feeling about the 
(COVID19) same right now, she has no issues with motor skills, it was primarily facial droopage. She clarified 
that the steroids her mother was prescribed for treatment was Prednisone 20 mg, that came in a 
pharmacy bottle that does not provide NDC/LOT/EXP on the label. She said the label says discard 
by 18Mar2022. She said her mother was prescribed to take Prednisone 20 mg tabs, 3 tabs by 
mouth in the morning for 6 days. She says for the antivirals for treatment, her mother was 
prescribed Valacyclovir HCI 1 gm tab twice a day morning and night for 7 days. She said this was 
also dispensed in a pharmacy bottle without NDC/LOT/EXP provided on pharmacy label. She said 
her mother has not had any other recent vaccinations or started any new medications. She asked 
if the purpose of calling was just to give information about what had happened, since the hospital 
said to report it to Pfizer, and she was not sure exactly why. She said her mother was on insurance 
plan and she doesn't know if there was any assistance with that for hospital bills, but they didn't 
say if there was anything towards that. She said she wonders if there was information with medical 
bill assistance for this being kind of diagnosed or someone to notify. She said she would also like to 
know if this could be because her mother's second dose was early, it was originally scheduled for 


14Mar2021, but due to the weather there, the blizzard, they had her mother come in early to get 
shot. The seriousness criteria of the event Bell's palsy was hospitalization, duration of stay was 
overnight: 17Mar2021 to 18Mar2021. The outcome of the event Bell's palsy was not recovered. 


Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 67-year-old 
female patient received bnt162b2 (BNT162B2), dose 1 intramuscular, administered in Arm Left on 
03Mar2021 15:00 (at the age of 67years) as single dose for Covid-19 immunization. Medical 
history included hypertension, type 2 diabetes mellitus, kidney disease, and known allergies to 
Penicillin and Sulfa drugs. Concomitant medications included amlodipine besylate (AMLODIPINE 
BESYLATE) and dulaglutide (TRULICITY); both taken for an unspecified indication, start and stop 
COVID19 soe da ue eae heart is dia te > aaa 7 vaccination. ae patient was not 
iagnosed wi -19 prior to vaccination. The patient did not receive any other vaccines 
BELES PALSY Coun M198 793-1 within 4 weeks prior to the COVID vaccine. On 19Mar2021 (13:00 Friday), the patient experience 
left side of face became numb and droopy with droopy eye lid and numb lips. The patient sought 
medical care; stroke was ruled out. The diagnosis was Bell's Palsy. Valacyclovir hcl 1-gram tab was 
prescribed. The adverse event resulted in Doctor or other healthcare professional office/clinic visit, 
Emergency room/department or urgent care. The patient has not been tested for COVID-19 since 


the vaccination. The outcome of event was recovering. The event was considered serious 
(seriousness criteria: important medical event). Information about lot and batch number was 
requested. 


COVID19 
BELL'S PALSY | VACCINE | 1159013-1 | PATIENT STATES THAT SHE IS EXPERIENCING BELL'S PALSY ON HER FACE 

(COVID19) 

COVID1I9 Patient developed a right facial droop the day after the vaccine and was diagnosed with Bell's 
BELL'S PALSY |VACCINE Pals 

(COVID19) y- 

COVID19 started with dizziness, nausea, abd pain on 3/29/2021. treated conservatively. seen in office on 
BELL'S PALSY |VACCINE | 1159238-1 | 3/31/2021. She started improving the morning of 4/1/2021. Developed Left Bells Palsy on the 

(COVID19) afternoon of 4/1/2021. Seen in office on 4/2/2021 

COVID19 
BELL'S PALSY |VACCINE | 1159841-1 | I developed Bell's Palsy after the second shot. 

(COVID19) 

COVID? Bells Palsy - Paralysis Right Face - Right Eye will not shut completely and dries out quickly. I have 
BELL'S PALSY | VACCINE 1160149-1 : : : P i 

(COVID19) little control of my right eye. Hard to breathe through right nostril. 


I ultimately suffered from Acute Disseminated Encephalomyelitis and was hospitalized for 5 days 
due to brain and spine inflammation. I had numbness in my feet 2 days after my vaccine, then 
suffered from dizziness and nausea 3 days after my vaccine, and had face paralysis 4 days after 
my vaccine. I went to the ER 4 days after the vaccine and was told I have Bell's Palsy and Vertigo. 
I was prescribed oral steroids and anti-nausea medicine. In the following weeks, I had more 

COVID19 tingleness/numbness of the legs, brain fog and confusion, blurred vision, unsteady gait, loss of 

BELL'S PALSY | VACCINE | 1160927-1 balance, blurred vision and leg muscle weakness, increased anxiety, hearing sensitivity, lethargy, 

(COVID19) ~~~ | sleeplessness, 6th cranial nerve palsy, tingles in the face, and headaches. I finally got an MRI and 
when doctor?s saw the MRI results 3 days later, I was told to go to the ER immediately because I 
had brain and spine inflammation that needed treatment, and was diagnosed with ADEM. I then 
spent 5 days in the hospital to receive intravenous steroids and monitoring. During this stay, I had 
more MRIs and a lumbar puncture. I was released on oral steroids for 25 days, as well as follow up 
appointments and monitoring progress in recovery. Inflammation has decreased. I continue to 
have tingleness in lower extremities, headaches, pain in legs, and sensitive hearing. 


COVID19 
BELL'S PALSY | VACCINE Bells palsy 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy; A spontaneous report was received from a pharmacist concerning a patient of 

unspecified age and gender, who received Moderna's COVID-19 vaccine on an unknown date and 

experienced Bell's palsy. The patient's medical history was not provided. Concomitant product use 

was not provided by the reporter. On an unspecified date, prior to the onset of event, the patient 

received their first of two planned doses of mRNA-1273 (lot number unknown) via unknown route 
1161981-1 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


for COVID-19 infection prophylaxis. On an unspecified date, after first dose of vaccine, the patient 
experienced Bell's palsy. The event is Bell's palsy was considered as medically significant. No 
treatment medication was reported. Action taken with mRNA-1273 in response to the event was 
unknown. The outcome of the event development of Bell's palsy was not resolved at the time of 
report.; Reporter's Comments: Based on the current available information and temporal 
association between the use of the product and the onset date of the event, a causal relationship 
cannot be excluded. Further information has been requested. 


Bilateral facial bell's palsy; Guillain Barre syndrome; Weakness in arms and legs; the tingling got 
worse and he had a lot more weakness in arms and legs; his arm started tingling; 
Headache/strrong headache; Arm ached; Bit sluggish; A spontaneous report was received from a 
consumer concerning a male patient of unspecified age who received Moderna's COVID-19 vaccine 
(MRNA-1273) and experienced the events bilateral facial Bell's palsy/Bell's palsy, bit sluggish, arm 
ached, Tingling in arms and legs, weakness in arms and legs, Guillain barre syndrome and 
headache. The patient's medical history was not provided. No relevant concomitant product use 
was reported. On 09 Jan 2021, prior to the onset of the events, the patient received their first of 
two planned doses of MRNA-1273 (lot/batch: unknown) intramuscularly in the left arm for 
prophylaxis of COVID-19 infection. On 06 Feb 2021, prior to the onset of the events, the patient 
received their second of two planned doses of MRNA-1273 (lot/batch: unknown) intramuscularly in 
COVID19 the left arm for prophylaxis of COVID-19 infection. Patient went to the ER. On 06 Feb 2021, the 
BELL'S PALSY | VACCINE | 1162021-1 | patient experienced bit sluggish, arm ached and head ache. On 12 Feb 2021, the patient 
(COVID19) developed a strong headache. On 13 Feb 2021, the patient developed tingling in his arms. On 14 
Feb 2021, patient had tingling in his feet. On 15 Feb 2021, the tingling got worsened and patient 
experienced a lot more weakness in arms and legs. On 16 Feb 2021, the patient was diagnosed 
with Guillen Barre Syndrome. On unknown date ,patient developed bilateral facial Bell's palsy. 
Laboratory details included CAT scan and lumbar puncture. Treatment received for the events, 
included IVIG treatment and steroids. Action taken with the with mRNA-1273 in response to the 
event is not applicable. The outcome of the events bit sluggish and arm ached were resolved . The 
outcome of the events headache, his arm started tingling, feel also started tingling, weakness in 
arms and legs, Guillain barre syndrome and bilateral facial Bell's palsy were unknown.; Reporter's 


Comments: Based on the current available information which includes a temporal association 
between the use of the product and onset of the events, and excluding other etiologies, a causal 
relationship cannot be excluded 


Bell's Palsy; This is a spontaneous report received from a Pfizer sponsored program. A contactable 

consumer (patient) reported for a female patient of an unspecified age received the first dose of 

BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Batch/Lot number and 
COVID19 Expiration Date not reported), via an unspecified route of administration on 2021 at a single dose 


BELL'S PALSY | VACCINE for COVID-19 immunization. The patient medical history was not reported. The patient's 
(COVID19) concomitant medications were not reported. The patient experienced bell's palsy on 09Feb2021, 
still going on today O2Mar2021. She was wondering if she should still get the second dose and 
when. The outcome of the event was not recovered. Information on the lot/batch number has been 
requested. 


left eye and left side of mouth was not working/Bell's palsy.; left ear was hurting all day; drainage 
in patient left ear; neck down to elbow was sore; neck down to elbow was sore/soreness on arm; 
neck down to elbow was sore; This is a spontaneous report from a contactable consumer. This 32- 
year-old female consumer (non-pregnant) reported for herself that she received bnt162b2 
(PFIZER-BIONTECH COVID-19 VACCINE), dose 1 via an unspecified route of administration, 
administered in arm left on 13Mar2021 10:00 (Batch/Lot Number: EN6208) as single dose for 
covid-19 immunisation. Medical history was none. Concomitant medications included metformin 
and prenatal vitamin. Patient didn't receive any other vaccines within 4 weeks prior to the COVID 
COVID19 vaccine. About 30 mins after the shot patient neck down to elbow was sore. On 14Mar2021 the 
BELL' soreness on arm went away but patient neck was still sore. 14Mar2021 night there was drainage in 


PARAN eae ee patient left ear. On 15Mar2021 patient left ear was hurting all day. 16Mar2021 morning (07: 45 


am) patient woke up with no more pain in left ear, but left eye and left side of mouth was not 
working. Patient went to ER and they said patient have Bell's palsy. Patient had no control of the 
left side of face by 18Mar2021. The patient was not diagnosed with COVID-19 prior to vaccination. 
Since the vaccination, patient had not been tested for COVID-19. Event Bell's palsy resulted in 
emergency room/department or urgent care, disability or permanent damage, and patient received 
unspecified medications as treatment for the event. Outcome of events pain in arm/elbow was 
recovered on 14Mar2021, outcome of event left ear was hurting was recovered on 16Mar2021, 
outcome of events Bell's palsy and neck pain was not recovered, and outcome of event drainage in 
patient left ear was unknown. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy started pain up arm and up neck 30 minutes after vaccine; Bad migraine for days 
leading up to bell's Palsy; numb tongue; dismissed taste; bad neck pain; pain up arm; This is a 
spontaneous report from a contactable other healthcare professional (patient). An adult male 
patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an 
unspecified route of administration, administered in arm left on 09Mar2021 as a single dose for 
covid-19 immunisation. The vaccine was administered at the hospital. Medical history included 
obese, diabetes, and high blood pressure. The patient previously took clindamycin and losartan 
and both experienced drug allergy. It was reported that the patient experienced on 09Mar2021 
were bell's palsy started pain up arm and up neck 30 minutes after vaccine, bad migraine for days 
leading up to bell's palsy, numb tongue, dismissed taste days before, bad neck pain. The patient 
COVID19 was perfectly fine weeks before vaccine and not very happy with Pfizer right now this was his first 
BELL'S PALSY | VACCINE | 1162069-1 | dose. The patient underwent lab tests and procedures which included sars-cov-2 antibody test 
(COVID19) (nasal swab): negative on 18Mar2021. The reported events resulted in doctor or other healthcare 
professional office/clinic visit and emergency room/department or urgent care. Therapeutic 
measures were taken as a result of events as the patient received antivirals and steroids. The 
outcome of the events was not recovered. Information on the lot/batch number has been 
requested.; Sender's Comments: Based on the temporal association, a possible contributory role of 
vaccination with BNT162B2 to the reported events bell's palsy, migraine, numb tongue, dismissed 
taste, neck pain and pain in arm cannot be excluded. The impact of this report on the benefit/risk 
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including 


the review and analysis of aggregate data for adverse events. Any safety concern identified as part 
of this review, as well as any appropriate action in response, will be promptly notified to regulatory 
authorities, Ethics Committees, and Investigators, as appropriate. 


short of breath; fear and anxiety or from the vaccine; fever blisters; fear and anxiety or from the 
vaccine; like bells palsy; numbness of the right side of her face from her jaw to her ear and up to 
her right eye; This is a spontaneous report from a contactable consumer (patient). A 66-year-old 
female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution 
for injection, lot number: EL9267), via an unspecified route of administration, on 26Feb2021 
(received at the age of 66-years-old), at a single dose for COVID-19 immunization. Medical history 
included cold sores, 2 knee surgeries, and ADD (Attention deficit hyperactivity disorder) from an 
unspecified date and ongoing (diagnosed at 30-years-old). Concomitant medications included 
methylphenidate hydrochloride (RITALIN), amfetamine aspartate, amfetamine sulfate, 
dexamfetamine saccharate, dexamfetamine sulfate (ADDERALL) and other regular medication. The 
patient received first dose of Pfizer BioNTech vaccine and developed numbness of the right side of 
her face from her jaw to her ear and up to her right eye on 26Feb2021. It felt like she had received 
a lidocaine injection. Her doctor said this can happen with RNA vaccines, affect the 7th cranial 
nerve and develop Bell's Palsy. She was prescribed Valacyclovir 1mg and has taken it for 3 days. 
She wants to know what the other Bell's Palsy cases were like. She wants to know what their 
treatments were. Her doctor said it was okay to receive her second dose at 8am on 20Mar2021 but 
she wants to do her due diligence and see if there is a case report or study on these patients that 

COVID19 developed this side effect. The patient further explained that she had her first dose on 26Feb2021 

BELL'S PALSY | VACCINE | 1162085-1 and was she was there for the 15 minutes for observation. On her way home, the right side of her 

(COVID19) T aa mouth and the right side of her nostril were numb like Novocaine that you get at the dentist. She 
said that the numbness traveled up the right side of her jaw to her ear and then over to her right 
eye. When she got home, she told her daughter and she said that she thought it was because she 
volunteered all day and was worn out and anxious (26Feb2021). She said that she slammed water 
and ate crackers and after about a 1.5 hours she started to feel better. She said that she then she 
called her physician and the doctor told her that it was flaring the nerve root like bells palsy and 
that it is a RNA Virus. She said that she was placed on some medication for it, but was wondering 
if she should get the second dose of the vaccine. She said that the doctor asked her if she had 
previously had cold sores and she said yes. The caller said that her doctor said that it is exactly 
what that is. The patient stated that she was also short of breath on an unspecified date, but 
thought it was from fear and anxiousness. She does not know if it was from fear and anxiety or 
from the vaccine. She said that the doctor told her to take the medication 3 days before and 3 
days after her second dose. She clarified that the doctor put her on Valacyclovir HCI 1Gm tablets 1 
a day. She said that she broke out with fever blisters on 02Mar2021. She really did not think 
anything of it until speaking with friends in the medical field and they told her to follow up with 
this. She added that the fever blisters are healing and only a tiny bit left. It is at the scab and end 
of healing. Outcome of numbness of the right side of her face from her jaw to her ear and up to 
her right eye was recovered on 26Feb2021. Outcome of fever blisters was recovering. Outcome of 
other events was unknown. 


she thought she was getting Bell's Palsy; Lymph nodes swelled; This a spontaneous report from a 
contactable consumer (patient). A 60-year-old female patient received BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE), dose 1 via an unspecified route of administration, administered in 
Arm Left on 19Mar2021 17:30 (at the age of 60years) as single dose for Covid-19 immunization. 
There was no medical history; no known allergies. The patient is not pregnant at the time of 
vaccination. Concomitant medications included colecalciferol (VITA D); ascorbic acid (VITAMIN C); 
COVID19 fish oil; ubidecarenone (COQ10); magnesium; and zinc; all taken for an unspecified indication, 
BELL'S PALSY | VACCINE start and stop date were not reported. The patient was not diagnosed with COVID-19 prior to 
(COVID19) vaccination. The patient did not receive any other vaccines within 4 weeks prior to the COVID 
vaccine. The patient reported that her lymph nodes swelled on the same side where she received 
the shot. Also, the left side of her checks down to neck and shoulders felt weird, she can't quite 
explain the feeling; she thought she was getting Bell's Palsy which is one of the adverse reactions. 
She was alarmed as she was unaware of the swelling of the lymph nodes. The adverse events 


occurred on 19Mar2021 (16:30). There was no treatment received for the adverse events. The 
patient has not been tested for COVID-19 since the vaccination. The outcome of events was 


recovering. Information about lot/batch number has been requested. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy; stroke; Minor injection site soreness; Extreme sleepiness (2 days); This is a 
spontaneous report received from a contactable consumer (patient). A 62-years-old male patient 
received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number EN6206), first dose via an 
unspecified route of administration, administered in right arm on 05Mar2021 07:30 as single dose 
for covid-19 immunisation. Medical history included high blood pressure (HBP) hypertension, 
Transient ischaemic attack (TIA) twice, pre-diabetic. Known allergies was none. Concomitant 
medications received within 2 weeks of vaccination included metformin, atorvastatin, losartan, 
1162126-1 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


amlodipine, Aspirin (acetylsalicylic acid). The most recent COVID-19 vaccine was administered at 
work location. The patient did not receive any other vaccines within 4 weeks prior to the COVID 
vaccine. Prior to vaccination, the patient was not diagnosed with COVID-19. Since the vaccination, 
the patient has not been tested for COVID-19. The patient experienced bell's palsy (17 days after 
vaccination - confirmed via ER visit vice stroke) and stroke (seriousness crietria was medically 
significant), minor injection site soreness (2days) and extreme sleepiness (2 days); all events on 


22Mar2021 17:30. The adverse event result in emergency room/department or urgent care. 
Treatment was received for all adverse events including Steroid/anti-viral medication 7 days by 
neurologist. The event outcome for all events was not recovered. Follow-up attempts are needed. 
Information on batch/lot number was available. 
onset of symptoms of left-sided Bell palsy (twitching, paralysis, lost of taste/sensation of tongue, 
lid lag etc). I knew I had Bell palsy; Awakened with brief episode (10 min) severe abdominal pain; 
Severe muscle aches; Head pain; Neck pain; Developed sore on left side of tongue; Neck/mastoid 
pain; Swollen gland lasted a few days; This is a spontaneous report from a contactable other HCP 
(patient). A 63-year-old (non pregnant) female patient received second dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Batch/lot number: EN6200, Expiry 
Date: unknown) via an unspecified route of administration in left arm on 24Feb2021 13:30 at 
single dose for COVID-19 immunisation. Patient had historical vaccine at 63-year-old BNT162B2, 
lot number: EL9262 at left arm on 03Feb2021 13:30 at SINGLE DOSE for Covid-19 immunization. 
Patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. Patient's 
medical history included penicillin and neomycin allergy. Patient's concomitant medications 
included ergocalciferol (VIT D), rosuvastatin calcium (CRETOR) (medications the patient received 
within 2 weeks of vaccination). On 25Feb2021, the patient experienced onset of symptoms of left- 
sided bell palsy (twitching, paralysis, lost of taste/sensation of tongue, lid lag etc). I knew I had 
bell palsy, awakened with brief episode (10 min) severe abdominal pain, severe muscle aches, 
COVID19 head pain, neck pain, developed sore on left side of tongue, neck/mastoid pain, swollen gland 
BELL'S PALSY | VACCINE | 1162128-1 lasted a few days. Event was reported as on 25Feb, patient awakened with brief episode (10 min) 
(COVID19) “~~ | severe abdominal pain. Later, severe muscle aches, head and neck pain, lasted until following 
Wednesday (03Mar). Patient developed sore on left side of tongue, neck/mastoid pain, swollen 
gland; lasted a few days, then noted onset of symptoms of left-sided Bell palsy (twitching, 
paralysis, lost of taste/sensation of tongue, lid lag etc). By friday 12Mar she knew she had Bell 
palsy. Medrol dosepak, OTC pain meds was received as treatment for adverse events. Patient was 
not diagnosed with COVID-19 prior to vaccination and had not been tested for COVID-19 since the 
vaccination. The outcome of event was not recovered.; Sender's Comments: Based on available 
information, a possible contributory role of the subject product, BNT162B2 vaccine, cannot be 
excluded for the reported event of Bell's palsy and other events due to temporal relationship. 
There is limited information provided in this report. Additional information is needed to better 
assess the case, including complete medical history, diagnostics including Head CT/MRI and viral 
serology, counteractive treatment measures and concomitant medications. This case will be 
reassessed once additional information is available. The impact of this report on the benefit/risk 
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including 
the review and analysis of aggregate data for adverse events. Any safety concern identified as part 
of this review, as well as any appropriate action in response, will be promptly notified to Regulatory 
Authorities, Ethics Committees and Investigators, as appropriate. 


His left face is drooping; Numbness to right face; Numbness to right eye; Headache pain behind 
his left ear; This spontaneous case was reported by a nurse and describes the occurrence of 
FACIAL PARALYSIS (His left face is drooping) in a 57-year-old male patient who received mRNA- 
1273 (Moderna COVID-19 Vaccine) (batch no. 016M20A) for COVID-19 vaccination. The 
occurrence of additional non-serious events is detailed below. The patient's past medical history 
included No adverse event (No reported medical history). On 09-Feb-2021, the patient received 
first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 01-Mar- 
DISORDER (Numbness to right eye) and HEADACHE (Headache pain behind his left ear). On 07- 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


2021, the patient experienced HYPOAESTHESIA (Numbness to right face), EYELID SENSORY 
Mar-2021, the patient experienced FACIAL PARALYSIS (His left face is drooping) (seriousness 
criterion medically significant). At the time of the report, FACIAL PARALYSIS (His left face is 
drooping), HYPOAESTHESIA (Numbness to right face), EYELID SENSORY DISORDER (Numbness to 
right eye) and HEADACHE (Headache pain behind his left ear) outcome was unknown. 
DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): On an unknown 
date, SARS-CoV-2 test positive: positive (Positive) Positive. The action taken with mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For mRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular), the reporter did not provide any causality assessments.; Sender's 


Comments: Based on the current available information and temporal association between the use 
of the product and the start date of the events, a causal relationship cannot be excluded. 


BELL'S PALSY | VACCINE has had for about 2-3 years. Concomitant medications included amlodipine 10mg once daily taken 

(COVID19) for hypertension, start and stop date were not reported. The patient got Bell's palsy on 12Mar2021 
in the evening. States that he saw his doctor on 18Mar2021, and the doctor didn't have a problem 
with him getting his 2nd dose, which is scheduled on 23Mar2021. She is assuming it's okay for him 
to get the 2nd one. The outcome of the event was not recovered. 


COVID19 
BELL'S PALSY |VACCINE | 1162587-1 | Bell?s palsy on the left side of face 
(COVID19) 


COVID19 I was fine until 11 days later, when I developed Bells Palsy. I went to my NP and I got prescriptions 
BELL'S PALSY | VACCINE | 1162593-1 | for high dose steroids. I had it for about 3 weeks. I have some residual numbness on the right side 


Bell's palsy; This is a spontaneous report from a contactable consumer. A 67-year-old male patient 

received bnt162b2 (BNT162B2), dose 1 via an unspecified route of administration, administered in 

left arm on O3Mar2021 17:00 (Batch/Lot Number: EL9266), at the age of 67-years at vaccination, 

COVID19 as SINGLE DOSE for covid-19 immunisation. Medical history included ongoing blood pressure high 
1162479-1 


(COVID19) of my face, but my motor nerves are intact. 


COVID19 i = À, i E . 
BELL'S PALSY |VACCINE | 1162827-1 oe palsy (left-side facial paralysis); 72 hour onset. Symptoms started 3/26/21. Diagnosed 


Wr Sedthie) | 


Adverse Event Description 


| 
COVID19 : : F ; . 
' Diagnosed with Bell's Palsy on 03/14/2021 left side of face, could not close left eye, left side mouth 
BELL'S PALSY | VACCINE j 
would not move, could not wrinkle left forehead.. 


(COVID19) 


COVID19 
BELL'S PALSY | VACCINE | 1163722-1 | Bells Palsey left side face, numbness, slight paralysis- took Benadryl when I got home. 
(COVID19) 


COVID19 Bells Palsy on left side of face. First started with numb feeling on eye on Thursday and by Friday 
BELL'S PALSY | VACCINE | 1164160-1 evening had lost muscle control on left eye and left side of mouth with numbness on left cheek. 
(COVID19) ~~~ ~ | Urgent care doctor prescribed 6 doses of Predisone and ordered a Lyme disease test, which was 


negative. 


About 20-25 minutes after receiving the shot, my left cheek began to tingle. In the days that 
followed, the left side of my face, especially my cheek felt like I had razor burn. My left eye 
Covip19 became dry, but that went away, as did scalp itching. I began to produce more saliva on the left 
BELL'S PALSY |VACCINE | 1164400-1 side of mouth. My face felt heavy, my upper jaw at times aching, but mostly my lower jaw. The 
(COVID19) ~~ | inside of my left ear hurt occasionally along with upper jaw pain. My left lymph node became 
swollen, as did the left side of my face. My doctor on Zoom said these were symptoms of Bell's 
Palsy, though I did not have the characteristic drooping eye or mouth of Bell's Palsy. My symptoms 


have abated, but persist five weeks after administration of the shot. 


COVID19 Received Janssen vaccine 3/18/21 - on 4/1/21 (14 days later) woke up with numbness to left side 
BELL'S PALSY | VACCINE | 1165013-1 of face (can't close L eye, can't raise L eyebrow, left mouth crooked with smiling, watery left eye), 
(COVID19) ~~ | and possibly droopy R eye. No diplopia, no weakness limbs (gait ok), no pain - went urgent care - 
transported to ER due to concerns of TIA/CVA 
COVID19 
BELL'S PALSY | VACCINE 
pausonsr (COVID19) sam 
COVID19 
(COVID19) 


I am experiencing Bells' palsy and don't knowwhat to do about it.; A spontaneous report was 
received from a consumer concerning a unknown age, female patient, who received Moderna's 
COVID-19 vaccine (MRNA-1273) and experienced Bell's palsy/facial paralysis. The patient's 
medical history was not provided by the reporter. Concomitant medications were not reported . On 
unspecified date, prior to the onset of the events, the patient received their first of two planned 
doses of MRNA-1273 (Lot number: unknown) through unknown route for prophylaxis of COVID-19 
COVID19 i s E a ; i ; 
BELL'S PALSY |VACCINE | 1165577-1 infection. On unspecified date, after vaccination patient experienced Bell's palsy. Treatment for the 


Bell's Palsy set in within 48 hours of vaccine on left side of face 


(COVID19) “~~~ —_ | event was not provided. Lab details were not provided. The event was medically significant. Action 
taken with mRNA-1273 in response to the events was not applicable. The outcome of Bell's palsy 
was considered unknown.; Reporter's Comments: This case concerns a female of unknown age 
who had a serious unexpected event of Bell's palsy (facial paralysis). Event onset occurred with 
unknown latency after first dose MRNA-1273. Treatment not reported. Event outcomes unknown. 
Based on current available information and temporal association between use of the product and 
the start date of the event, a causal relationship cannot be excluded. 


of report. 


Bells Palsey. 


Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 69-year-old 
male patient received bnti62b2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 2 via an 
unspecified route of administration, administered in Arm Left on 19Feb2021 at 13:00 (Lot Number: 
EN6200) as SINGLE DOSE for covid-19 immunization, received in the Public Health Clinic/Veterans 
Administration facility. The patient received the first dose on 29Jan2021 at 01:00 for covid-19 
COVID19 immunization. The patient did not receive other vaccines in four weeks. Medical history included 
BELL'S PALSY | VACCINE kidney transplant from 2016, ongoing hypertension, ongoing high cholesterol. The patient had no 
(COVID19) COVID prior to vaccination. The patient was not COVID tested post vaccination. Concomitant 
medications included anti-rejection medication, hypertension and high cholesterol medications; all 
ongoing. The patient experienced mild bells palsy on 13Mar2021 at 10:00. Event resulted in 
physician's office visit. The patient received treatment for the event which included Anti viral 
medication- acyclovir 800mg. Outcome of the event was recovering, almost recovered at the time 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1166410-1 | Bell's Palsy on the right sde 
(COVID19) 


COVID19 : . eee . . . 
F Patient endorsed unilateral eye twitching with subsequent development of generalized unilateral 
BELLS PALSY (coun ee facial droop. Seen by provider the evening of 1April2021 where he was diagnosed with Bells Palsy. 


Bell's Palsy onset on 03/30/2021 at around 9:30 p.m. Confirmed diagnosis on 03/31/2021 at an 
COVID19 urgent care facility by a Certified Physician Assistant at around 10:50 a.m. - Started Prednisone 
BELL'S PALSY |VACCINE | 1167418-1 | 20mg, three tablets in the morning with breakfast for 7 days. - Started Valacyclovir 1g, one tablet 
(COVID19) three times daily for 7 days. - Referred to see a PCP after 7 days of the corticosteroid/antiviral 


therapy. 


COVID19 Patient reports Bell's Palsy in face following vaccination. Has continued for days since vaccine and 
BELL'S PALSY | VACCINE | 1167498-1 | was still unresolved as of Thursday 4/1/2021. Unsure at this point if resolved. Reports facial 
(COVID19) weakness and drooping. 


On 3/19/21, presented to ED with new right facial droop and numbness. CT head negative, 
COVID19 neurology consult and thought to be Bell's Palsy. Discharged home on Solumedrol 5 day pack. 
BELL'S PALSY | VACCINE | 1167750-1 Patient noted asymmetry in her taste sensation and then started to have R sided facial pain, 
(COVID19) ~~~ | followed by R sided facial droop. On 3/23/21, brain MRI showed no acute infarction, intracranial 
hemorrhage or mass lesion, very minimal asymmetric enhancement of the labyrinthine segment of 
the right facial nerve as compared to the left side. 


COVID19 l i - - — 
BELL'S PALSY |VACCINE | 1168184-1 | Severe right-sided Bell's palsy (House-Brackmann grade IV) starting the evening after receiving 
(coviD19); tt” first dose of Moderna COVID vaccine 


Symptoms ee VAERS 1D Adverse Event Description 


COVID19 Bell's palsy, dense right facial hemiparesis now 24 hours without other focal neurologic signs. she 
BELL'S PALSY | VACCINE | 1168396-1 did have facial filler injection 10 yrs ago but only around mouth, below site of sx. after first 
(COVID19) ~~~ | injection had unusual numbness and itching on right back of neck radiating around to right breast 


but self resolved within a couple days. 


COVID19 
BELL'S PALSY | VACCINE | 1168630-1 | On Monday, March 29, I woke up with the right side of my face frozen and not working. 
(COVID19) 
COVID19 Participant reported waking up the next morning after his Pfizer vaccine with right facial paralysis 
BELL'S PALSY |VACCINE | 1169389-1 | and severe facial pain. Pt went to his primary care physician and was diagnosed with bell's palsy 
(COVID19) and instructed not to receive second dose of Pfizer. 
COVID19 
BELL'S PALSY | VACCINE Developed Bells Palsy one week after vaccination. Went to ER. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1169616-1 | Left side facial weakness due to Bells Palsy 
(COVID19) 


"Patient reported to her doctor's office today with symptoms consistent with Bell's Palsy. She 
stated that the facial symptoms started mid morning today on 4/5/21. Last week ( week of 3/28 to 
4/3) she reports that she felt ""Weird"". She felt as if there were cool water running under her skin 
at all times. She also states that when anything touches her skin, it feels very cold. For example, 
when running her hands under warm water, it feels like ice water on her hands. When setting her 
COVID19 bare arms on her desk, it feels as if they are being set on ice and when her pants rub against her 
BELL'S PALSY | VACCINE | 1169738-1 legs it feels as if they are wet and cold. She also stated that the top 1/3 of her back was tingly and 
(COVID19) ~~ | felt as if she had applied Biofreeze to it, but she had put nothing on her back. Her tip of her tongue 
feels as if it is ""burnt"" and she can not tasted anything on the front part of her tongue. She 
needs to get things way in the back of her mouth before she can taste them. On 4/3/21 she states 
that her lips began tingling as if they were having numbing medication wearing off from a dental 
visit, but she had done nothing different. On 3/31 her lower back also felt as if it had a pinched 


nerve. Today on 4/5/21 she has the Bell's Palsy on her face that started mid morning and she 
complains of her nose feeling tingly also. She also feels as if she is retaining fluid." 


BELL'S PALSY Cae 4170015-1 Bell's Palsy (House-Brackmann grade IV) developed on 4/4/21, 17 days after administration of the 
(COVID19) ~~ | first Pfizer Covid=19 dose. Pt was started the next day (today) on prednisone and valacyclovir. 
COVID19 

BELL'S PALSY | VACCINE | 1170036-1 | Bell's palsy on right side of my face. 
(COVID19) 


COVID19 Patient presented to pharmacy with Bell's Palsy like reaction. Went to immediate care and referred 
BELL'S PALSY | VACCINE | 1170051-1 | to emergency room in which patient denied attendance. Patient made appointment with doctor for 
(COVID19) follow-up instead 


Pt had ist episode of Bells - right side symptoms on 12-27-20. She had a very dense paralysis 
COVID19 which not completely resolve at this time. She had her 1st Moderna shot on 03-10-21 and on 03- 
BELL'S PALSY | VACCINE | 1170061-1 | 19-21 c/o onset of similar symptoms, but on the left side of her face. The current episode was not 
(COVID19) as bad as the initial episode in December. Currently mild residual symptoms, mostly noted when 


smiling. 


COVID19 Flu like symptoms (fatigue, cough, chest tightness, chills, congestion, minor headache), body 
BELL'S PALSY | VACCINE | 1170071-1 aches and pains, minor Bell?s palsy, nerve tingling in hand of injection arm (same side as palsy), 
(COVID19) ~~~ | stabbing pain in lower abdomen similar to patient experience with allergic reaction, previous 
soreness of injection site 
COVID19 Pt : . 1 F ; 
BELL'S PALSY | VACCINE | 1170199-1 was diagnosed with Bell s Palsy on 4/4/21. Pharmacy was notified 4/5/21. Treatment is oral 
(COVID19) ~~= | prednisone and acyclovir. 
COVID19 Bells Palsy. On April 4, I started feeling my mouth move funny while talking. By the next day, the 
BELL'S PALSY |VACCINE | 1170201-1 | right side of my face is largely unresponsive. When I raise my eyebrows, the right barely moves. 
(COVID19) When I try to smile wide and show all my teeth, the right side misty closed. 


BELL'S PALSY vee 4170426-1 Bell?s palsy indicators: tingling and pain in left forehead lobe, left jaw, left cheek, and especially 
(COVID19) “~~~ | within left ear. Events have been on and off since a few hours after the first injection. 


Bell's Palsy; This spontaneous case was reported by a consumer and describes the occurrence of 
FACIAL PARALYSIS (Bell's Palsy) in a male patient of an unknown age who received mMRNA-1273 
(Moderna COVID-19 Vaccine) for COVID-19 vaccination. The patient's past medical history included 
COVID19 No adverse event (No adverse event reported.). On an unknown date, the patient received second 
BELL'S PALSY | VACCINE | 1170759-1 | dose of mMRNA-1273 (Moderna COVID-19 Vaccine) (unknown route). On 20-Mar-2021, the patient 
(COVID19) experienced FACIAL PARALYSIS (Bell's Palsy) (seriousness criterion medically significant). At the 
time of the report, FACIAL PARALYSIS (Bell's Palsy) outcome was unknown.; Sender's Comments: 


Very limited information regarding these events have been provided at this time. No further 
information is expected. 


Bell Palsy; This spontaneous case was reported by an other health care professional (subsequently 
medically confirmed) and describes the occurrence of FACIAL PARALYSIS (Bell Palsy) in a 78-year- 
old male patient who received MRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 
vaccination. The patient's past medical history included No adverse event. On 04-Mar-2021, the 
patient received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage 

COVID19 form. On an unknown date, the patient experienced FACIAL PARALYSIS (Bell Palsy) (seriousness 

BELL'S PALSY | VACCINE | 1170765-1 | criterion medically significant). At the time of the report, FACIAL PARALYSIS (Bell Palsy) was 

(COVID19) resolving. The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was 
unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not 
provide any causality assessments. Treatment drugs included, valacyclovir and Prednisone. Very 
limited information regarding this event has been provided at this time. Further information has 
been requested.; Sender's Comments: Very limited information regarding this event has been 
provided at this time. Further information has been requested. 


COVID19 
BELL'S PALSY | VACCINE | 1171013-1 | Bell's Palsy - right side face paralysis (caused slurred speech) 
(COVID19) 


Symptoms ‘Vaccine | vaes 10 | Adverse Event Description 
ype 
COVID19 
ELL'S PALSY | VACCINE | 1171124-1 | Bell's Palsy. 
(COVID19) 


B ' 
DETAILS OF HOSPITAL STAY: PRESENTING PROBLEM: Stroke-like symptoms [R29.90] HOSPITAL 
COURSE: A 63 y.o. male who presented with chief complaint of left facial droop, left forehead 
droop and slurred speech. Patient reports his symptoms started on Saturday and failed to improve. 
He contacted his PCP and he was recommended to go to the ER for evaluation. Patient had his 
COVID-19 vaccine-1st dose 2 weeks prior and was concerned that he might be having 1 of the rare 
side effects from the vaccine. On admission patient had normal vitals. His labs were within normal 
limits. Patient's presentation was discussed with Neurology who recommended admission for 
stroke workup given his comorbidities-hypertension, hyperlipidemia, diabetes and obesity. Patient 
received 1 dose of prednisone 80 mg in the emergency department for treatment of Bell's palsy 
(patient's symptoms more consistent with Bell's palsy presentation). Patient was admitted to 
medicine service for workup of stroke with MRI brain without contrast and monitoring for any 
worsening of neurological symptoms. Patient's CT head on admission was negative for any acute 
abnormality. CTA head and neck showed near occlusion of intracranial left vertebral artery. MRI 
brain without contrast was negative for acute infarct. Patient's facial paralysis slightly improved 
with 1 dose of 80 mg prednisone. Patient's presentation was consistent with Bell's palsy. Patient 
worked with PT OT and speech therapy and was recommended outpatient physical therapy and 
speech therapy. He was discharged home in stable condition on oral prednisone 80 mg daily for 7 
days and valacyclovir 1000 mg 3 times a day for 7 days. Patient was recommended to follow-up 

COVID19 with Ophthalmology as outpatient for possible left eye patch if his symptoms fail to improve. 
BELL'S PALSY |VACCINE | 1171145-1 | Patient's Lipitor dose was increased to 40 mg daily from 10 mg daily due to finding of 
(COVID19) atherosclerotic changes on CT head and neck. Active Issues Requiring Follow-up Issue: Bell's palsy 

and abnormal finding on CT head and neck. Recommended follow-up provider/specialty: PCP What 
is needed: 1. Referral to Ophthalmology for an eye patch if symptoms fail to improve. 2. Referral 
to neurovascular surgery for CT head and neck findings. 63-year-old male with history of 
hypertension, hyperlipidemia and diabetes mellitus admitted for workup of stroke-like symptoms. * 
Stroke-like symptoms Assessment & Plan Patient presented with left-sided facial droop, left 
forehead droop and slurred speech. - CT head on admission showed no acute intracranial process. 
- CTA head and Neck shows near occlusion of intracranial left vertebral artery. Patient reports his 
symptoms started 3 days ago. Patient's presentation appears similar to Bell's palsy. He received 80 
mg of prednisone in the emergency department. Patient's symptoms were discussed with stroke 
Neurology who recommended MRI brain without contrast to rule out possible stroke given his 
underlying comorbidities-hypertension, hyperlipidemia and obesity. Plan: - will obtain MRI brain 
w/o contrast. - Check Alc and Lipid profile - continue Aspirin and statin. - monitor on tele - 
Neurochecks q4h Bell's palsy Assessment & Plan Patient has loss of left forehead wrinkles, left 
eyelid droop, droop of his left corner of the mouth. Patient's presentation more consistent with 


Bell's palsy. Patient reports that he had COVID 19 vaccine 2 weeks prior to developing symptoms 
and read it as one of the rare side effects online. Patient received one dose of Prednisone 80 mg in 
the ED. Will continue with Prednisone taper until MRI results are back. SLP ordered. Patient 
advised on following with ophthalmology for eye patch. 


COVID19 Around 3/19/21 shortly after patient started taking the (flonase), He had what felt like 
BELL'S PALSY | VACCINE | 1171188-1 | earache/infection. that went away in a day or so, but started having issues with the left sided 
(COVID19) drooping of my face. My PCP diagnosed it Bells Palsy, some nerve got swollen up/aggravated. 
COVID19 
BELL'S PALSY | VACCINE | 1171214-1 | Diagnosed with Bell's Palsy on left side one week after receiving the Pfizer vaccine 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1171245-1 | Bell's Palsy Moderna Shot #1 The previous episode of Bell's Palsy was 6 years previous 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1171323-1 | Diagnosed with Bell's Palsy on 4/4/21 
(COVID19) 
Bell's Palsy was diagnosed at ER on 4/2/2021. was put on medium dose of prednisone - 20 mg 2 
pets tablets per day for 6 days. Sympt left side of face is drooping , taste ch troubl 
BELL'S PALSY |VACCINE | 1171455-1 ablets per day for 6 days. Symptoms are left side of face is drooping , taste changes, trouble _ 
(COVID19) ~~~ | talking and eating. watering eye on left side. Inability to close my left eye. was given erythromycin 


to add to eye and was told to tape it shut when sleeping. 


COVID19 : : ; . . 
BELL'S PALSY | VACCINE | 11725011 Bells Palsy, diagnosed by Medical Center. Treatment: Valacyclovir for 7 days, Prednisone for 12 
(COVID19) days. 


COVID19 20 minutes after Pfizer 1st dose on 3/31/2021, symptoms of Bells Palsy with twitching, numbness, 
BELL'S PALSY | VACCINE | 1172771-1 and tingling. As of this writing 4/6/2021 symptoms persist. Patient had only previous instance of 
(COVID19) ~~~ | Bells Palsy in April 2014 which completely resolved a month later with no lasting effects at that 


time. 


"04-05-21. Client reported had first vaccine on 02-17-21 with only sore arm at injection site/Left 
deltoid. Had 2nd vaccine on 03-17-21 and the 2nd day had feeling in top of head/scalp feeling full, 
tight, and swollen with a ""flu-like"" taste in mouth. Reported this went away, but then on 04-02- 
COVID19 21 she experienced Bell's Palsy on the left side of face and top of her head felt full, tight, and 
BELL'S PALSY |VACCINE | 1172969-1 | swollen again. Client reported she went to her local physician and was dx with Bell's Palsy . The 
(COVID19) physician felt this was related to the COVID injection. Physician prescribed prednisone and 
meloxicam for inflamation, to get rest, and do gentle massage to face. Client reports her left eye 
burns, is using eye drops, wearing sunglasses and a patch over her left eye. Physician reported 


this may resolve in 1 to 5 weeks." 


Left-sided Bell's Palsy, facial droop, headache syndrome, neck and jaw pain, facial paralysis and 
COVID19 numbness, left eye dryness (does not close) Treatment: ketorolac (TORADOL), followed by 10 days 
BELL'S PALSY | VACCINE | 1173013-1 | predniSONE 20 mg and 5 days valACYclovir igram 2 weeks later, still have all symptoms... some 
(COVID19) improvement with facial droop. Numbness remains, headache neck and jaw pain remain fairly 


constant... Ibuprofen and Naproxen used for treatment. 


COVID19 
BELL'S PALSY |VACCINE | 1173067-1 | Bell?s Palsy 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE 1173371-1 | Bell's Palsy on the L side of face on 4/4/2021. 
(COVID19) 


Symptoms ee VAERS 1D Adverse Event Description 


diagnosed with Bell's palsy; severe watering of left eye; tingling around mouth area; This 
spontaneous case was reported by a consumer (subsequently medically confirmed) and describes 
the occurrence of FACIAL PARALYSIS (diagnosed with Bell's palsy) in a 64-year-old male patient 
who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 362A1A) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below. The patient's past 
medical history included Stent insertion NOS in 2008. Concurrent medical conditions included Lyme 
disease since 09-Mar-2021 and Bell's palsy since 09-Mar-2021. On 04-Mar-2021, the patient 
COVID19 received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. 
BELL'S PALSY |VACCINE | 1173601-1 | On 08-Mar-2021, the patient experienced FACIAL PARALYSIS (diagnosed with Bell's palsy) 
(COVID19) (seriousness criterion medically significant), LACRIMATION INCREASED (severe watering of left 
eye) and PARAESTHESIA (tingling around mouth area). At the time of the report, FACIAL 
PARALYSIS (diagnosed with Bell's palsy), LACRIMATION INCREASED (severe watering of left eye) 
and PARAESTHESIA (tingling around mouth area) outcome was unknown. The action taken with 
mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was unknown.; Sender's Comments: Based 
BE 


on the current available information and temporal association between the use of the product and 
the start date of the events, a causal relationship with the events cannot be excluded. Of note, 
patient has a history of Lyme disease, Bell's palsy. 


Developed bells palsy; This spontaneous case was reported by a consumer and describes the 
occurrence of FACIAL PARALYSIS (Developed bells palsy) in a 30-year-old male patient who 
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 024m20a) for COVID-19 
vaccination. The patient's past medical history included No adverse event (No reported medical 
history). On 11-Mar-2021, the patient received second dose of mRNA-1273 (Moderna COVID-19 

COVID19 Vaccine) (Intramuscular) 1 dosage form. On 26-Mar-2021, the patient experienced FACIAL 

LL'S PALSY | VACCINE | 1173615-1 PARALYSIS (Developed bells palsy) (seriousness criterion medically significant). At the time of the 

(COVID19) report, FACIAL PARALYSIS (Developed bells palsy) outcome was unknown. No relevant 
concomitant medications were reported. Action taken with mRNA-1273 in response to events was 
not applicable. No treatment information was provided. Based on the current available information 
and temporal association between the use of the product and the start date of the event, a causal 
relationship cannot be excluded.; Sender's Comments: Based on the current available information 


and temporal association between the use of the product and the start date of the event, a causal 
relationship cannot be excluded. 


Diagnosed yesterday with Bell's Palsy; This spontaneous case was reported by a consumer and 
describes the occurrence of FACIAL PARALYSIS (Diagnosed yesterday with Bell's Palsy) in a female 
patient of an unknown age who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 
vaccination. The patient's past medical history included No adverse event (No reported medical 
COVID19 history). On 04-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 
BELL'S PALSY | VACCINE | 1173616-1 Vaccine) (Intramuscular) 1 dosage form. On 30-Mar-2021, the patient experienced FACIAL 
(COVID19) PARALYSIS (Diagnosed yesterday with Bell's Palsy) (seriousness criterion medically significant). At 
the time of the report, FACIAL PARALYSIS (Diagnosed yesterday with Bell's Palsy) had not 
resolved. The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was 
unknown. Treatment medication included prednisone.; Sender's Comments: Very limited 


information regarding the events has been provided at this time. Further information has been 
requested. 


COVID19 

BELL'S PALSY | VACCINE | 1173665-1 | Bell?s palsy 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 1174167-1 | Diagnosis Bell's Palsy 
(COVID19) 


Got her eye bulging; Woke up with bells palsy in lips, nose, eye on the left side; Headache; A 
spontaneous report was received from a consumer concerning a 73 year old female patient, who 
experienced eye bulging (exophthalmos), bells palsy in lips, nose, eye on the left side (facial 
paralysis), and headache. The patient's medical history was not provided by the reporter. 
Concomitant medications were also not reported. On 16 Feb 2021 at 13:30, prior to the onset of 
the events, the patient received their first of two planned doses of MRNA-1273 (Lot number: 
COVID19 023M20A) for prophylaxis of COVID-19 infection. On 16 Feb 2021 at 16:00, after receiving mRNA- 
BELL'S PALSY | VACCINE | 1175004-1 1273, the patient experienced eye bulging and a headache (intermittent). The headache lasted 3 
(COVID19) days until she took a Tylenol. The patient reported that she woke up with bells palsy in lips, nose, 
eye on the left side. The treatment details for the event of headache included Tylenol 
(paracetamol). Action taken with mRNA-1273 in response to the events was unknown. The 
outcome for the events of eye bulging (exophthalmos) and bells palsy in lips, nose, eye on the left 
side (facial paralysis) was considered as unknown. The event of headache recovered on 18 Feb 
2021.; Reporter's Comments: Based on the current available information and temporal association 


between the use of the product and the start date of the events, a causal relationship cannot be 
excluded. 


cheek drooping, face hanging, lip pulling and eye won't close, lip twitch, headache; Nausea; rash 
chest, neck, full body; This spontaneous case was reported by a consumer and describes the 
occurrence of FACIAL PARALYSIS (cheek drooping, face hanging, lip pulling and eye won't close, lip 
twitch, headache) in a 52-year-old female patient who received mRNA-1273 (Moderna COVID-19 
Vaccine) (batch no. unknown) for COVID-19 vaccination. The occurrence of additional non-serious 
events is detailed below. The patient's past medical history included No adverse event (No medical 
history reported). On 06-Mar-2021, the patient received first dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 11-Mar-2021, the patient experienced 
RASH (rash chest, neck, full body). On 21-Mar-2021, the patient experienced NAUSEA (Nausea). 
COVID19 On 25-Mar-2021, the patient experienced FACIAL PARALYSIS (cheek drooping, face hanging, lip 
BELL'S PALSY |VACCINE | 1175021-1 | pulling and eye won't close, lip twitch, headache) (seriousness criteria disability and medically 
(COVID19) significant). On 18-Mar-2021, RASH (rash chest, neck, full body) had resolved. On 27-Mar-2021, 
NAUSEA (Nausea) had resolved. At the time of the report, FACIAL PARALYSIS (cheek drooping, 
face hanging, lip pulling and eye won't close, lip twitch, headache) outcome was unknown. The 
action taken with MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For 
MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any 
causality assessments. Based on the current available information and temporal association 
between the use of the product and the start date of these events, a causal relationship cannot be 


excluded.; Sender's Comments: Based on the current available information and temporal 
association between the use of the product and the start date of these events, a causal 
relationship cannot be excluded. 


Symptoms ees VAERS 1D Adverse Event Description 


I seem to be experiencing slight Bell's Palsy on the right side of my face.; This is a spontaneous 
report from a contactable nurse reporting for himself. A 35-year-old male patient received the first 
dose of BNT162B2 (Lot Number: EN6204), intramuscular, administered in left arm on 20Mar2021 
14:00 (at the age of 35-year-old) at single dose for COVID-19 immunization. Medical history 
included autoimmune encephalitis and obesity. No known drug allergies. Concomitant medications 
included aripiprazole (ABILIFY); clonazepam; propranolol; lithium carbonate (LITHEUM); 
naltrexone; benzatropine mesilate (COGENTIN); dexmethylphenidate hydrochloride (FOCALIN XR 
ER); dexamethasone, ofloxacin hydrochloride (FOCALIN); desvenlafaxine succinate (PRISTIQ); 
COVID19 amoxicillin trihydrate, clavulanate potassium (AUGMENTIN BD); levothyroxine sodium (TIROSINT); 
BELL'S PALSY | VACCINE | 1175168-1 iron (FE 10); probiotics and multivitamins (MV). No other vaccine in four weeks. No Covid prior 
(COVID19) vaccination nor tested with Covid post vaccination. The patient seems to be experiencing slight 
bell's palsy on the right side of his face on 22Mar2021 08:30. It was unknown if treatment was 
received for the event. The outcome of the event was unknown.; Sender's Comments: Based on 
the close temporal association, there was a reasonable possibility that the vaccination with 
BNT162B2 played a contributory role in triggering the onset of the event facial paralysis. The 
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse 


events. Any safety concern identified as part of this review, as well as any appropriate action in 
response, will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, 
as appropriate. 


Bells Palsy; Swelling in head/swelling from vaccine; headache; dizzy; sore arm; numbness left side 
of face; This is a spontaneous report from a contactable healthcare professional (patient). A 46- 
year-old female patient received second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, 
solution for injection, lot and expiry were not reported), via an unspecified route of administration 
in left arm on 18Mar2021 13:00 (at the age of 46-years-old) as single dose for covid-19 
immunisation. The patient was not pregnant at the time of vaccination. The vaccination facility 
type was a public health clinic facility. No other vaccine in four weeks. The patient received the first 
dose of bnti62b2 (lot not reported) in left arm on 24Feb2021 at 14:00 (at the age of 46-years- 
old) for COVID-19 immunization. Medical history included known allergies: Sulfa. The patient's 
concomitant medications were not reported. The patient did not have covid prior vaccination and 
COVID19 was covid tested post vaccination by nasal swab on 03Mar2021 with result of negative. The 
BELL'S PALSY | VACCINE | 1175170-1 adverse events were swelling in head, headache, dizzy, sore arm, numbness left side of face and 
(COVID19) Bells palsy, all on 19Mar2021 at 01:00. On day 4, went to hospital no stroke or heart attack was 

told swelling from vaccine. The events were reported to have resulted in doctor or other healthcare 
professional office/clinic visit, emergency room/department or urgent care, hospitalization for 1 
day. Treatment for the events included pain meds, nausea meds. The outcome of the events was 
not recovered. Information on the lot/batch number has been requested.; Sender's Comments: 
Based on the compatible temporal association, there was a reasonable possibility that the 
vaccination with BNT162B2 played a contributory role in triggering the onset of the reported 
events. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as 


part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data 
for adverse events. Any safety concern identified as part of this review, as well as any appropriate 
action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and 
Investigators, as appropriate. 


COVID19 
BELL'S PALSY | VACCINE | 1175501-1 | Left ear pain started 2 weeks after shot. 3-4 days later started to develop Bell's Palsy. 
(COVID19) 


After the first Dose I exp tingling on right side of my face. I woke up next day exp headache and 

COVID19 fatigue realized right eye lid wasn't closing same time as left eyelid. I went to walk in clinic next 

BELL'S PALSY | VACCINE | 1175650-1 morning confirmed Bell's Palsy started Prednisone. I do have a genetic blood clotting disorder for 
(COVID19) 18 years.Since the vaccine on 3/31 I woke up with pain in my foot on lower right leg applied ice 
and took Tylenol. I scheduled a doppler at the Imaging center on 2/7 confirmed blood clots and 


prescribed Xarelto. 


I had the shot on Tuesday and had a headache early friday morning, when I woke up my wife 
noticed that my left side of my face looked like it was sagging. By saturday i was unable to close 
COVID19 my eye and my speech began to slur.I began to have a headache and my condition remanined the 
BELL'S PALSY | VACCINE | 1175949-1 same through Sunday. I went to urgent care on Monday 9/15/2021. I was diagnosed with Bells 
(COVID19) Palsy and perscribed Predinson and Valacyclovir Iwnet to my primary Doctor o 9/16/21.When the 
medication ran out I contined to have headaches and it was difficult to sleep at night do to the 
pain. On 9/31/21 got a refill fo the predinson (7 tablet). The headaches continued. I saw my 
doctor again ON 4/06/21. Perscriptions (x2) refill 
COVIDA t. states Sx of numb facial ider stated it was bell palsy after h full report of 
BELL'S PALSY | VACCINE | 1176100-1 pt. states Sx of numbness in facial area. provider stated it was bell palsy after hearing full report o 
(COVID19) a 
coving Patient developed right facial d 20 minut t tion. H t to ER and 
BELL'S PALSY | VACCINE | 1176198-1 atient developed right facial drooping minutes post vaccination. He went to and was 
(COVID19) diagnosed with right Bell's palsy. 
GOVIDIS Bells Palsy, Paralysis of face, Pred for 7 days,. Hospital the 18th of 
BELL'S PALSY | VACCINE | 1176965-1 ells Palsy, Paralysis of face, Prednisone for 7 days,. Hospital emergency room on the (0) 
(COVID19) March to diagnosis. 
CaVIDI3 Day 4-6 UR t took baking soda 2x/day. Day 8 st feeli d probl 
BELL'S PALSY | VACCINE | 1177019-1 ay Q pain, pt took baking soda 2x/day. Day 8 strange feeling in jaw and problem 
(COVID19) swalllowing. 2 days later to Pt diagnosed was Belles palsy. 
COVID19 Woke up and looked in mirror and face was distorted. Doctor says it is Bells Palsy. Pain behind the 
BELL'S PALSY |VACCINE | 1177124-1 | left ear. Face on the left is totally drooping down from the forehead to the bottom of the chin. 
(COVID19) Whole left side of the face. 
Covip19 Bell's Palsy on left side of face: eyebrow, eye lid, nostril, cheek, and mouth droop; can not blink 
BELL'S PALSY |VACCINE | 1177192-1 eyelid; eye and mouth do not close all the way; numbness in mouth, tongue, cheek, and forehead; 
(COVID19) pain behind left ear; dry eye, and mouth; and fatigue. It all started when I awoke on Wednesday, 
March 17, 2021 at 9:27 am. 


Patient reported no significant issues after 1st dose of pfizer vaccine or any immediate issues after 
COVID19 2nd dose. Approximately 3 weeks after 2nd dose, patient presented to her PCP and she reports 
BELL'S PALSY |VACCINE | 1177227-1 | that her PCP said she had Bell's Palsy. The PCP isn't apart of our health system so we don't have 
(COVID19) any more details than that. She reached out to one of our case managers here to report the 


incident and that information was a en O a E o e e a r EEEE Ndl on to the pharmacy for reporting. 


Symptoms ‘Vaccine | vaes 10 | Adverse Event Description 
ype 
COVID19 
BELL'S PALSY |VACCINE | 1177473-1 | Bells Palsy that started 5 hours after vaccine administration 
(COVID19) 


Patient stated she received the second dose of the Moderna vaccine on 03/30/2021. Stated later in 
COVID19 the day, she noted that her right eye was watery. Also stated that the right side of her mouth was 
BELL'S PALSY |VACCINE | 1177508-1 | drooping. The following day, noted some heaviness and swelling in the right eye and could not lift 
(COVID19) the eyebrow. Patient was seen at the ER on 03/31/2021. Patient was diagnosed with Bell's Palsy 


and prescribed steroids. Patient was referred to follow up with PCP. 
COVID19 Bells Palsy/Ramsey Hunt Syndrome-right facial paralysis followed by moderate to severe pain in 
BELL'S PALSY |VACCINE | 1177654-1 | ear, face, headaches, pressure, SEVERE tinnitus Ongoing symptoms- no resolve Prednisone, 
(COVID19) Valtrex, Lyrica 
COVID19 On late afternoon of 4/4/2021 spouse noticed slight paralysis on the right side of face (mouth) and 
BELL'S PALSY | VACCINE | 1177972-1 | S299!ng of check/neck. No other symptom was felt. On 4/5/2021 paralysis was still obvious and 
(COVID19) “~~~ | right eye was tearing. Still no other issues. On 4/6/2021 paralysis seems to interrupt chewing on 
right side. Went to emergency thinking maybe it was a slight stroke. Diagnosis was Bell palsy. 


COVID19 
BELL'S PALSY | VACCINE | 1178038-1 | Left eye began feeling odd the next morning, face pins and needles, eye feeling weird 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1178177-1 | I have been diagnosed with Bells Palsy 
(COVID19) 


Bell's Palsy; This spontaneous case was reported by a consumer (subsequently medically 
confirmed) and describes the occurrence of FACIAL PARALYSIS (Bell's Palsy) in a male patient of an 
unknown age who received MRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. 
The patient's past medical history included No adverse event (No relevant medical history 
provided). On 04-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 
COVID19 Vaccine) (Intramuscular) 1 dosage form. On 04-Mar-2021, the patient experienced FACIAL 
BELL'S PALSY | VACCINE | 1178246-1 | PARALYSIS (Bell's Palsy) (seriousness criterion medically significant). At the time of the report, 
(COVID19) FACIAL PARALYSIS (Bell's Palsy) outcome was unknown. The action taken with mMRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown. No treatment information provided. 
Based on the current available information and temporal association between the use of the 
product and the start date of the event, a causal relationship cannot be excluded.; Sender's 


Comments: Based on the current available information and temporal association between the use 
of the product and the start date of the event, a causal relationship cannot be excluded. 


face felt like plastic; Acute pain in base/spine of neck; dizziness; difficulty breathing & swallowing; 
difficulty breathing & swallowing; nausea; metallic taste in mouth; double vision; This is a 
spontaneous report from a contactable consumer. A 49-years-old non-pregnant female patient 
received bnt162b2 (BNT162B2), dose 2 via an unspecified route of administration, administered in 
left arm on 18Mar2021 at 08:15 (Batch/Lot Number: EP7534) as a single dose at the age of 49, 
COVID19 for Covid-19 immunisation. Medical history included juvenile- als, and a sulfa allergy. The patient 
BELL'S PALSY |VACCINE | 1178279-1 | had not received any other vaccines within 4 weeks prior to the COVID vaccine. Concomitant 
(COVID19) medications were not reported. On 18Mar2021, after use of product patient developed Acute pain 
in base/spine of neck, dizziness, difficulty breathing & swallowing, nausea, metallic taste in mouth, 
face felt like plastic, double vision. The patient was not hospitalized nor was treatment received for 
the events. The outcome of the events was recovered. Prior to vaccination, the patient was not 


diagnosed with COVID 19. Since the vaccination, the patient has not been tested for COVID 19. 
Additional Information has been requested. 


COVID19 
BELL'S PALSY |VACCINE | 1178472-1 | earache, headache and Bell's Palsy on left side of fac 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1178540-1 | Left Bell's palsy 3 days after receiving first dose of Moderna Covid 19 vaccine. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1178915-1 | Severe eye irritation, swollen face, bell's palsy, and hives. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1179000-1 | Bell's palsy: left facial droop started the following morning around 8AM 
(COVID19) 


Systemic: Bell's Palsy-Severe, Systemic: Tingling (specify: facial area, extemities)-Mild, Systemic: 
Tinnitus-Severe, Systemic: Unable to Sleep-Severe, Systemic: Visual Changes/Disturbances- 
Severe, Additional Details: Patients' entire right face is drooping, with lack of mobility. Patient 
COvID19 cannot blink which is causing additional issues, such as the visual changes. As of this mornin 
BELL'S PALSY |VACCINE 1179381-1 . . ape ’ . ges. . g 
(COVID19) patient has experienced some tingling to her face but she states it has not state consistent. She 
has difficulty eating and sleeping. Patient is also experiencing moderate to severe anxiety about 
the entire ordeal. Ringing in ear is constant and has not subsided since thursday (4/1). still 


experiencing symptoms since last week 


pt states on 4/1/2021 when he woke up his mouth was crooked and face was dropping. He thought 
he was having a stroke Pt went to Hospital ER. They gave him a CT, Blood test, X-RAYS. pt was 
COVID19 transported to another hospital to have the MRI which showed no sign of stroke. He was brought 
BELL'S PALSY |VACCINE | 1179688-1 | Pack to hospital where he was admitted for observation. He was released after 3 days. His DX was 
(COVID19) ——— Bells Palsy. He was prescribed valacyclovir 1mg bds and prednisone. He has to wear a patch of his 
left since he cant close it and he has no control of the tear ducts in this eye. The left side of this 
face is still drooping and he cant use the left side of his mouth and he bites his tongue when he is 


eating. He wishes he had not taken the shot. 


very sore, stiff arm. At approximately 6 pm the next day, I felt the left side of my face start to 
COVID19 tingle (as if it was numb). General overall feeling of heaviness on left side of face. Noticed in mirror 
BELL'S PALSY | VACCINE | 1179926-1 | that left side of face was drooping. ER visit, Urgent care visit, and primary care follow up resulted 
(COVID19) in diagnosis of Bell's Palsy. 10 day course of steroids. Extreme pain continues on left side of face. 


ENT visit - diagnosis of significant nerve damage related to Bell's Palsy. 


Symptoms ae VAERS 1D Adverse Event Description 


Progression of symptoms: back pain for 5 days starting 17 days after 1st vaccination, which 
resolved and moved to head pain (for 30 days, back of neck everywhere, but right side worse, 
COVID19 could take pulse from throbbing) . Controlled with Gabapentin 1 x daily and frequent advil. Other 
BELL'S PALSY |VACCINE | 1180188-1 | symptoms included chills, fatigue and night sweats without fever. As these symptoms resolved, it 
(COVID19) moved to partial facial paralysis (eyes, nose, lips) for 7 days so far. Hospitalized at day 2 overnight 
and given IV Immune Globulin and IV Solvmedrol in hospital. Released and prescribed Prednizone 


40MG tabs for 7 days (3 days left). No relief so far of these Bells Palsy-like facial symptoms. 


COVID19 
BELL'S PALSY | VACCINE | 1180603-1 | Right side Bell's palsy 
(COVID19) 


COVID19 3-14-21 case began experiencing some feels of being unwell. One week after immunization, case 
BELL'S PALSY | VACCINE | 1181600-1 | has tinnitus to right side and headache from left to right temple Five days after headache, case 
(COVID19) experienced loss of feeling on right side of face and eye drop. Case diagnosed with Bell's Palsy 


Two weeks (2/23/21)after vaccination she noticed the left side of tongue felt like it was burnt, it 
did not improve. She also noticed that on her right thigh developed a rash that appears to have 
COVID19 blisters, the rash is approximately the size of womens fist (closed/ 90mm) and is round. Rash and 
BELL'S PALSY | VACCINE | 1181755-1 tongue issue have persisted,then 2 weeks ago (3/23/21)on the left side of face she noted that her 
(COVID19) “~~~ | jaw, nose and cheek became numb and at time of report remain numb. She also reports falling 
about 8 weeks ago, was being treated by chiropractor yesterday, 4/7/21, that diagnosed her with 
Bells Palsy, she received treatment. She saw her primary provider today, 4/8/21 , and had rash 


checked,is now referred to dermatologist. 


COVID19 
BELL'S PALSY | VACCINE Developed Bells Palsey 2 weeks after last shot 
(COVID19) 


On approximately 4/3/2021 I noticed pain behind my left ear. On the morning of April 6, the left 
COVID19 side of my face is numb. I went to (I have been traveling.) They did a CT scan of my head and 
BELL'S PALSY | VACCINE | 1182231-1 | neck, x-ray of my heart, and blood tests to rule out stroke. The diagnosis was Bell's Palsy. The Dr. 
(COVID19) prescribed 50 mg Prendisone for 5 days and 1 tablet 400 mg Acyclovir by mouth 5 times a day. I 


am on day 2 of the Prendisone and day 3 of the Acyclovir. 


COVID19 
BELL'S PALSY |VACCINE | 1182323-1 | Bell's palsy - left side of face. 
(COVID19) 


similar to bell's palsy; 30 mins later, the shoulder, lower jaw and upper right eye became numb; 
shoulder was numb for 40 minutes; right eye and jaw were numb all day Thursday and Friday; 
right eye and jaw were numb all day Thursday and Friday; right eye and jaw were numb all day 
Thursday and Friday; A spontaneous report was received from a reporter like consumer concerning 
a 46yr old female patient who received Moderna's COVID-19 vaccine (MRNA-1273) and 
experienced events 30 mins later, the shoulder, lower jaw and upper right eye became numb, 
shoulder was numb for 40 minutes, right eye and jaw were numb all day Thursday and Friday. The 
patient's medication history was not provided. Concomitant medications reported include5mg 
Levocetirizine daily. On 11th Feb 2021, prior to the onset of the events, the patient received the 
first of the two planned doses of MRNA-1273 (lot/batchO16M20A) in the anatomical location on the 
right arm for prophylaxis of of COVID-19 infection. On 11th Feb 2021, 30 minutes after vaccine 

COVID19 administration the patient experienced events like the shoulder, lower jaw and upper right eye 

BELL'S PALSY |VACCINE | 1182439-1 | became numb, shoulder was numb for 40 minutes, right eye and jaw were numb all day, thursday 

(COVID19) and friday. Event similar to bell's palsy was considered medically significant. Laboratory details 
were not provided. No treatment information was provided. Action taken with MRNA-1273 in 
response to the events were not reported. On an unknown date, the outcome of the events,30 
mins later, the shoulder, lower jaw and upper right eye became numb was resolved. On 11 Feb 
2021, the outcome of the event, shoulder was numb for 40 minutes was resolved. On 13 Feb 
2021, the outcome of the event, right eye and jaw were numb all day Thursday and Friday was 
resolved. On an unknown date, the outcome of the event,similar to bell's palsy was unknown.; 
Reporter's Comments: This case concerns a 46 Y/O F with a serious unexpected event of facial 
paralysis, and nonserious unexpected hypoaesthesia, hypoaesthesia eye, sensory loss. Event onset 
30 minutes after first dose MRNA-1273. Event outcomes unknown. Based on current available 
information and temporal association between the use of the product and the start date of the 
event, a causal relationship cannot be excluded. 


Bell's palsy; A spontaneous report was received from a physician concerning an unknown years 
old, male patient, who received Moderna's COVID-19 vaccine (MRNA-1273) and experienced event 
bell's palsy/ facial paralysis. The patient's medical history was not provided. The concomitant 
medications on use were also not provided. On unknown date on Mar 2021, prior to the onset of 

COVID19 the events, the patient received their first of two planned doses of mRNA (Batch number: 

BELL'S PALSY | VACCINE | 1182442-1 unknown) through unknown route of administration for prophylaxis of COVID-19 infection. On 22 

(COVID19) ~- | Mar 2021, patient experienced bell's palsy and was sent to emergency department. It was 
medically significant event. No laboratory data was not provided. The patient is being treated with 
prednisone for bell's palsy. Action taken with mRNA-1273 in response to the events was not 
reported. The event bell's palsy was not recovered.; Reporter's Comments: Very limited 


information regarding the events has been provided at this time and is insufficient for causality 
assessment. Further information has been requested. 


Symptoms ee VAERS 1D Adverse Event Description 


My blood pressure also went up to 153/103; I had all signs of early stages of Bells Palsy; This is a 
spontaneous report from a contactable healthcare professional (patient). A 37-year-old female 
patient received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an 
unspecified route of administration administered on arm left on 22Mar2021 14:45 (Batch/Lot 
Number: ER2613) as SINGLE DOSE for COVID-19 immunization. Medical history included low blood 
pressure. The patient had allergies with orphenadrine (K FLEX). Concomitant medications included 
melatonin (MELATONIN) and paracetamol (TYLENOL) both taken from unknown dates and 
indications, start and stop date were not reported. The patient did not receive any other vaccines 
within 4 weeks prior to the COVID vaccine. On 22Mar2021 15:45 (when the patient was almost 
home), half of her lips started to go numb on right side. The next morning, the rest of right side of 
COVID19 face had went numb. She went to urgent care after work and doctor told her that she had all signs 
BELL'S PALSY | VACCINE | 1182486-1 of early stages of Bell's Palsy. Her blood pressure also went up to 153/103 (unit of measure not 
(COVID19) ~~~ | reported) on 23Mar2021. The patient required doctor or other healthcare professional office/clinic 
visit and emergency room/department or urgent care for both events. No treatment was also 
received for both events. She was not diagnosed with COVID-19 prior to vaccination and no tested 
for COVID-19 since the vaccination. Outcome of the events were not recovered. Follow up 
attempts are needed. Further information is expected.; Sender's Comments: Based on the current 
available information and the plausible drug-event temporal association, a possible contributory 
role of the suspect product BNT162B2 to the development of event Palsy Bells cannot be excluded. 
The case will be reassessed if additional information becomes available. The impact of this report 
on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety 


evaluation, including the review and analysis of aggregate data for adverse events. Any safety 
concern identified as part of this review, as well as any appropriate action in response, will be 


promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as appropriate. 


4/6/21 I awoke with symptoms of numbness/paralysis on left side of face limited to upper lip and 
cheek area and both eyes would not stop watering. Movements to drink or make facial expressions 
were limited due to the numbness. Because I have sensitive skin I thought I may have had some 
COVID19 type of reaction to something. So I waited to see if it would clear up through the day. I was not 
BELL'S PALSY | VACCINE | 1182506-1 | experiencing any other symptoms. By that evening it was apparent that I was not getting better 
(COVID19) and possibly getting worse because I began to experience some noticeable drooping in my cheek 
area. I decided to call my doctor in the morning. Because I am currently out of town, my home 
doctor suggested I see a local ER to rule out a stroke and determine if I was experiencing Bell's 


Palsy. I went to an ER clinic on 4/7/21 


1. Facial paralysis/Bells palsy G51.0 351.0 predniSONE (DELTASONE) 20 mg tablet valACYclovir 
(VALTREX) 1 g tablet HYDROcodone-acetaminophen (NORCO) 5-325 mg per tablet 2. Adverse 
neurologic event after COVID-19 vaccination R29.818 781.99 T50.B95A E949.6 Patient was seen 
COVID19 o for E e pie eas nie Ea pee pepe ee 
palsy - predni mg tablet; Take 3 tablets by mou aily for ays. - 
ee coun) a valACYclovir (VALTREX) 1 g tablet; Take 1 tablet by mouth 3 times daily for 7 days. - 
HYDROcodone-acetaminophen (NORCO) 5-325 mg per tablet; Take 1 tablet by mouth every 8 
hours as needed for Pain. Adverse neurologic event after COVID-19 vaccination 1. Start prednisone 


60 mg daily x 5-7 days. 2. Start Valtrex 1000 mg tid 3. Continue use of Refresh artificial tears. 4. 
May use Norco 5 mg Q8 hrs prn pain. 5. ER precautions discussed. 


COVID19 
BELL'S PALSY | VACCINE | 1182696-1 | Fever. Body aches. Fatigue. dizziness. Large lump in armpit. Sore arm ,Bells Palsy. 
(COVID19) 


She experienced Bell's Palsy; dizzy; bleeding out of my nose; earache; eyes are kinda blurry; My 
face went numb; This is a spontaneous report received from a Pfizer Sponsored Program. A 
contactable consumer, the patient reported for herself that a 50-year-old female patient received 
first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection), via an 
unspecified route of administration on O8Mar2021 (at the age of 50-years-old) as single dose for 
COVID-19 immunization. The patient medical history was not reported. Concomitant medications 
included prednisone (MANUFACTURER UNKNOWN); valaciclovir hydrochloride (VALTREX) 
(MANUFACTURER UNKNOWN). On an unknown date, the patient experienced bell's palsy but upon 
COVID19 contacting her physician she was prescribed an immunosuppressant which is Prednisone. She was 
BELL'S PALSY | VACCINE | 1182756-1 | asking if she can take the second dose. Patient stated, after about a week of first dose on an 
(COVID19) unspecified date in Mar2021, she got dizzy and started bleeding out of nose. On an unpecified date 
in Mar2021, 2 weeks in, she thought she had an earache. It started on Sunday, Monday and 
Tuesday. On an unspecified date in Mar2021 (Wednesday), the first thing she noticed while driving 
was eyes were kinda blurry and her face went numb and she couldn't close eye. Within 2 hours of 
numbness she saw the doctor who put her on Valtrex and later her doctor put her on prednisone. 
She has the 2nd dose scheduled for Monday O5Apr2021 and she is worried about taking it. The 


clinical outcomes of the she experienced bell's palsy, dizzy, bleeding out of my nose, earache, eyes 
are kinda blurry, my face went numb were unknown. Information about lot number has been 
requested. 


facial drooping/ Right Sided Bell's Palsy/ All the right side of his face is not moving; swollen face; 
his tongue feeling fat; sore and swollen area behind his left ear on his neck; This is a spontaneous 
report from a contactable consumer (patient's wife). A male patient of an unspecified age received 
first dose of the Pfizer Covid19 Vaccine, (Formulation: Solution for injection, Batch/Lot number 
were UNKNOWN) via an unspecified route of administration on 13Mar2021 as a single a dose for 
covid-19 vaccination. Patient medical history included, Right Sided Bell's Palsy. Concomitant 
medications were unknown. On 15Mar2021, the patient was sent to the ER. Monday morning after 

COVID19 experiencing symptoms the night before and the morning of such as his tongue feeling fat. He was 

BELL'S PALSY | VACCINE | 1182772-1 | tested for Lyme's disease which came back negative and was diagnosed with Right Sided Bell's 

(COVID19) Palsy. The patient was discharged that day after 3 hours and was prescribed with prescribed with 
Prednisone and Valtrex. Up until now, the patient still has symptoms such as numbness, tingling, 
blurry vision, on and off headaches, a swollen face, facial drooping, his tongue feeling fat, difficulty 
in swallowing and talking, drooling, and a sore and swollen area behind his left ear on his neck. All 
the right side of his face was not moving. The patient received physical therapy 3 times as of 
calling. He was supposed to receive his second dose this Saturday and is contemplating as their 
doctors have not given them a straight answer. The outcome of the events were unknown. 
Information on the lot/batch number has been requested. 


COVID19 
BELL'S PALSY |VACCINE | 1182821-1 | Pt developed bell's palsy 4 days following the 1st dose of the vaccine. She went to ER and was 
(COVID19); it” diagnosed with Bell's palsy. 


Symptoms ‘Vaccine | vaes 10 | Adverse Event Description 
Type 
COVID19 Numbness in left side of face, unable to close left eye completely, numbness in left side of mouth. 
BELL'S PALSY | VACCINE | 1182893-1 | He went to the ER and the Doctor diagnosed as Bells Palsy and prescribed medicine. He was put on 
(COVID19) Prednisone, Valacyclovir, and Genteal Tears. 
COVID19 
BELL'S PALSY | VACCINE | 1183008-1 | I started to develop symptoms of Bells Palsy within an hour of getting my moderna shot 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1183046-1 | Was diagnosed with Bell's Palsy 4 weeks after second injection. 
(COVID19) 


Bell's palsy; This spontaneous case was reported by a consumer (subsequently medically 
confirmed) and describes the occurrence of FACIAL PARALYSIS (Bell's palsy) in a 25-year-old 
female patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 036A21A) for 
COVID-19 vaccination. The patient's past medical history included No adverse event (No medical 
history reported). On 09-Mar-2021, the patient received first dose of MRNA-1273 (Moderna 
COVID19 COVID-19 Vaccine) (unknown route) 1 dosage form. On 01-Apr-2021, the patient experienced 
BELL'S PALSY |VACCINE | 1183808-1 | FACIAL PARALYSIS (Bell's palsy) (seriousness criterion medically significant). At the time of the 
(COVID19) report, FACIAL PARALYSIS (Bell's palsy) had not resolved. The action taken with mRNA-1273 
(Moderna COVID-19 Vaccine) (Unknown Route) was unknown. Concomitant product use was 
unknown by the reporter Treatment medication include steroids Very limited information regarding 
this event has been provided at this time. Further information has been requested.; Sender's 


Comments: Very limited information regarding this event has been provided at this time. Further 
information has been requested. 


paralysis of right side of face (Bell's Palsy); This is a spontaneous report received from a 
contactable consumer (patient himself). A 76-year-old male patient received BNT162B2 (PFIZER- 
BIONTECH COVID-19 mRNA VACCINE, Formulation: Solution for injection, Lot number: EMe205) 
via an unspecified route of administration in left arm on O9Mar2021 at 17:15 (at the age of 76- 
year-old) as a single dose for COVID-19 immunization. The patient's medical history included ADM 
II. The patient did not have allergies to medications, food, or other products. Concomitant 

COVID19 medications included insulin, carvedilol, furosemide, clopidogrel, simvastatin (SIMVAS); All 

BELL'S PALSY | VACCINE | 1184002-1 | received within two weeks of vaccination. The patient did not receive any other vaccines within 4 

(COVID19) weeks prior to the COVID vaccine. The patient was not diagnosed with COVID-19 prior to 
vaccination. The patient has not been tested for COVID-19 since the vaccination. The patient 
experienced paralysis of right side of face (Bell's Palsy) on 11Mar2021. The adverse event resulted 
in doctor or other healthcare professional office/clinic visit. The event was considered as serious 
(disability or permanent damage) by the consumer. The patient was treated with physical therapy - 


heat, vibration for the adverse event. The outcome of the event was not recovered. Information on 
the lot/batch number has been requested. 


COVID19 
BELL'S PALSY | VACCINE | 1184077-1 | Bell's Palsy Prednisone Valacyclovir 
(COVID19) 


Bells Palsy; This is a spontaneous report. A contactable consumer (patient) reported that a 64- 
year-old male patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, 
Solution for injection, lot number unknown, expiration date unknown), via an unspecified route of 
administration, administered in right arm on 27Feb2021 at 10:45 AM at the age of 64 years old at 
a single dose for COVID-19 immunisation. Medical history included diabetes, prior heart attack and 

COVID19 allergies: codeine, penicillin. Concomitant medications included metoprolol, pravastatin, 

BELL'S PALSY | VACCINE | 1184108-1 | metformin, valsartan and clofarabine. Patient didnot receive any other vaccines within 4 weeks 

(COVID19) prior to the COVID vaccine. On 22Mar2021 at 09:30 AM, the patient experienced bells palsy. 
Adverse event resulted in doctor or other healthcare professional office/clinic visit, emergency 
room/department or urgent care. Adverse event treatment: CT scan, neuro evaluation, eye exam 
and steroids. Prior to vaccination, patient was not diagnosed with COVID-19. Since the vaccination, 


patient had not been tested for COVID-19. The patient had not yet recovered from the event. 
Information on the lot/batch number has been requested. 


COVID19 Covid vaccines pfizer 1st Dec 20,2020 , 2nd Jan 7th, 2021. April 5th, 2021 Went to ER after 
BELL'S PALSY | VACCINE | 1184404-1 | numerous tests for stroke. DX: Bells Palsy Facial Paralysis TX: very expensive CT scan, Blood Work, 

(COVID19) EKG, medications, loss of work, acupuncture. Still have it. 

COVID19 : : iad 
BELL'S PALSY | VACCINE | 1184721-1 Sie ee eater ee t a after my second vaccine dose was administered. 

(COVID19) eee g i 

CoOviID19 Numbness in left side of face approx 30 mins after shot which lasted 30 hours. Signs of Bells Palsy 
BELL'S PALSY |VACCINE 1184864-1 : : ; Pees 

(COVID19) —————— | approx 2.5 days after shot. Doctor treating for Bells Palsy with steriods and anti-viral drugs. 


COVID19 
BELL'S PALSY |VACCINE | 1185008-1 | Bell's palsy 
(COVID19) 


I'd had Bell's Palsy (BP) twice in my life (once in 2013 and once in 2015). I have not had it since 
2015 until I got vaccinated on 3/29/21 and began to develop BP symptoms on the evening of 
4/6/21 (headache on right side of my head/temple, odd sensation on right side of my tongue, 
almost like I burned it on a hot beverage) but I didn't think anything of it. I went to sleep and 
then, on the morning of 4/7/21, I woke up feeling extremely fatigued, brain fogged, and weak. I 
didn't notice any of the BP symptoms until I went to brush my teeth and realized I had lost motor 
function in the right side of my mouth. I immediately made a telehealth appointment with an 
COVID19 Urgent Care doctor in order to get an Rx of Prednisone. I began taking the Prednisone around 3pm 
BELL'S PALSY | VACCINE | 1185197-1 | °" Wednesday, 4/7/21. I also have been taking vitamin B-12 and a Women's Multivitamin to help 
(COVID19) “~~ | regenerate nerve function. However, since starting the prednisone, my symptoms have continued 
to develop. Symptoms currently include: right side of my face is extremely swollen; I have lost 
mobility on the right side of my face, the right side of my tongue still feels numb; right eye tearing 
non-stop; some mild ear pain in right inner ear; slight pins-and-needles sensation in my fingers on 
my right hand; difficulty eating and drinking; still feeling fatigued. I have recovered from BP twice 
before so I am not too worried about having it again. I just think the FDA needs to put out a 
warning to the public that there may be a correlation between the COVID-19 mRNA vaccines and 
Bell's Palsy recurrences. I know this is not a coincidence, and my BP relapse was a result of my 
body experiencing an immune reaction from the vaccine. 


COVID19 
BELL'S PALSY | VACCINE | 1185460-1 | Left sided facial droop diagnosed as Bell's palsy 


o ff ae ee ëE 
Symptoms hi See) Adverse Event Description 


4/2/2021: Right side of face went numb around 4:30 pm. Took blood pressure at 5:19 pm 151/98. 
Took additional half dose of Atenolol to lower blood pressure. As I had already taken my blood 
pressure dose in the morning prior to the appointment. Took blood pressure at 6:43 pm 130/92. 
Took blood pressure at 8:20 pm 126/94. Took another half dose of Atenolol to lower blood 
COVID19 pressure. Took blood pressure at 9:46 pm 119/85. 4/3/2021: Feeling started to return in face by 
BELL'S PALSY | VACCINE | 1185974-1 about 90%. Blood pressure had improved. 7:44 am 121/81. 11:30 am 130/88. Took additional half 


(COVID19) ~~~ | dose of Atenolol. 3:25 pm 117/76. Arm was sore. 4/4/2021: Right side of face was feeling sore. 
4/5/2021: Right side of face was still feeling sore. Went to Urgent Care. They prescribed 50 mg 
Prednisone for 10 days. Said potential case of bell's palsy and to follow up with neurologist. 
4/7/2021: Seen neurologist. Possible mild case of bell's palsy or migraine that affected the facial 
nerve. Continue steroids and follow up with her in one week. Still recovering from this but 
everyday has been improving so far. 


COVID19 
BELL'S PALSY |VACCINE | 1186150-1 | I developed a case of Bell's Palsy as diagnosed by my healthcare provider. 
(COVID19) 


Vaccine administered in left arm. Pain spread down left arm into middle 3 fingers at 10 minutes. 
Pain spreading up to left shoulder at 10 minutes. Told I could leave facility at 15 minutes. Tingling 
COVID19 and facial tingling starting at left jaw line and spreading up to left sinus cavity then around left eye 
BELL'S PALSY | VACCINE | 1186174-1 and back to left ear at 30 minutes. Tightness, tingling and discomfort described above lasted 48 
(COVID19) ~~~ | hours. Tightness and Tingling turned into swelling, numbness and drooping all on the left side of 
the face and left side of tongue at 48 hours post dose. Medical attention sought at advice of PCP at 
Urgent Care at 50 hours post dose. Diagnosos: Bell's Palsey Treatment: Steroid and antiviral, plus 


home care. Return or go to ER if symptoms worsen. Referral to neurologist, if needed. 


COVID19 approximately 10 days post vaccine shot, onset of headaches and tiredness for two days. On the 
BELL'S PALSY | VACCINE | 1186541-1 12th day, I ended up with facial droop and being rushed to the emergency room. Ct. scan and 
(COVID19) ~~~ | subsequent mri ruled out a stroke and diagnosis after spending two days at hospital was Bells 
Palsey. 

COVID19 
BELL'S PALSY | VACCINE 1186745-1 New onset Bell's Palsy 

(COVID19) 

COVID19 Vaccination on the 23rd of March. Shingles on the 29th of March and then April 4th Bells Palsy I 
BELL'S PALSY | VACCINE | 1186931-1 | am absolutely MISERABLE and this is the worst thing I've ever done to myself.. Extremely big 

(COVID19) mistake 

COVID19 Patient reports experiencing heart racing, dizziness, shortness of breath, and face tingling on one 
BELL'S PALSY | VACCINE | 1186934-1 | side while working out 12 hours after receiving her first dose of Moderna COVID vaccine. Pt went 

(COVID19) to doctor and was diagnosed with bell's palsy. 


COVID19 
BELL'S PALSY |VACCINE | 1187097-1 | Bell?s palsy Severe pain in neck that resulted in paralysis in face 
(COVID19) 


Patient received second dose of the Moderna vaccine on 04/09/2021. After receiving vaccine, 
COVID19 patient stated that she was diagnosed with Bell's Palsy after receiving the first dose of the Moderna 
BELL'S PALSY | VACCINE | 1187960-1 | Vaccine. Patient stated that she started to experience some drooping to the left side of the face on 
(COVID19) ~~~ | 03/24/2021. Stated she was seen in the ER on 3/25/2021 and was diagnosed with Bell's Palsy per 
the ER doctor. Patient was prescribed steroids during the visit. Patient still experienced some mild 


drooping of the face at this visit. 


COVID19 : . f : f . ; 
BELL'S PALSY | VACCINE | 1187969-1 Facial droop, ear pain, headache on left side. Vertigo and confusion. Diagnosed as Bell's Palsy after 
(coviD19)) CT scan and MRI showed no sign of stroke. 


COVID19 Two to three hours after injected, I bit my inner lip several time while eating. My wife said left side 
BELL'S PALSY | VACCINE | 1188000-1 of face seem swelling. The next morning has symptoms of Bell's Palsy. Left side of face seem 
(COVID19) “~~~ | paralysis. As days progress, the symptoms was more obvious. Text doctor on Sunday and Doctor 


office called on Monday and recommend i go to ER to confirm . 


Bell's Palsy; This spontaneous case was reported by a physician (subsequently medically 
confirmed) and describes the occurrence of FACIAL PARALYSIS (Bell's Palsy) in a female patient of 
an unknown age who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 
vaccination. The patient's past medical history included No adverse event. On an unknown date, 
the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 

COVID19 dosage form. On 01-Apr-2021, the patient experienced FACIAL PARALYSIS (Bell's Palsy) 

BELL'S PALSY |VACCINE | 1188849-1 | (seriousness criterion medically significant). At the time of the report, FACIAL PARALYSIS (Bell's 

(COVID19) Palsy) outcome was unknown. The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the 
reporter did not provide any causality assessments. Concomitant product use was not provided by 
the reporter. Treatment medication included high doses of steroids.; Sender's Comments: Very 


limited information regarding this event has been provided at this time. Further information has 
been requested. 


Bell's palsy; This spontaneous case was reported by a patient (subsequently medically confirmed) 
and describes the occurrence of FACIAL PARALYSIS (Bell's palsy) in a 59-year-old male patient who 
received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The patient's past 
medical history included No adverse event (No reported medical history). On 20-Mar-2021 at 1:30 
PM, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 
dosage form. On 21-Mar-2021, the patient experienced FACIAL PARALYSIS (Bell's palsy) 

1188858-1 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


(seriousness criterion medically significant). At the time of the report, FACIAL PARALYSIS (Bell's 
palsy) was resolving. The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the 
reporter did not provide any causality assessments. Concomitant product use was not provided by 
the reporter. Treatment medication included Prednisone and an unspecified antiviral medication. 
Based on the current information and the temporal association between the use of the product and 
the start date of the event a causal relationship cannot be excluded.; Sender's Comments: Based 
on the current information and the temporal association between the use of the product and the 
start date of the event a causal relationship cannot be excluded. 


Symptoms ees VAERS 1D Adverse Event Description 


BELL'S PALSY; OUTER EAR INFECTION/EAR ACHE, PAIN AND REDNESS; This spontaneous report 
received from a patient concerned a 67 year old female. The patient's weight, height, and medical 
history were not reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for 
injection, route of admin not reported, batch number: 1805029 expiry: UNKNOWN) dose was not 
reported, 1 total administered on 14-MAR-2021 to left arm for prophylactic vaccination. No 
concomitant medications were reported. It was reported that the patient, experienced pain from 
19-MAR-2021 to 21-MAR-2021. On 21-MAR-2021, the patient experienced outer ear infection. On 
the same day, she went to the Urgent Care and the physician gave her ear drops (unspecified) for 
COVID19 outer ear infection which was used only for two times. According to her physician, her ear was a 
BELL'S PALSY |VACCINE | 1189393-1 | little red. She stated that as per her age and family history, she went to the emergency room on 
(COVID19) 22-March-2021 and found out that she had Bell's Palsy. She went to the ophthalmologist who gave 
Neo-Poly-Dex 0.1 percent (3.5 grams) ointment. Treatment medications included: 
dexamethasone/neomycin/polymyxin b. The action taken with covid-19 vaccine ad26.cov2.s was 
not applicable. The patient had not recovered from bell's palsy, and the outcome of outer ear 
infection was not reported. This report was serious (Other Medically Important Condition).; 
Sender's Comments: VO: 20210407047-COVID-19 VACCINE AD26.COV2.S-bells's palsy. This event 


is considered unassessable. The event has a compatible/suggestive temporal relationship, is 
unlabeled, and has unknown scientific plausibility. There is no information on any other factors 
potentially associated with the event. 


COVID19 Got extremely cold day after. On Saturday 4/3 I woke up and mouth was numb. As morning went 
BELL'S PALSY | VACCINE | 1189904-1 | on I went to Urgent care and they diagnosed me as having Bell's Palsy. Followed up with my 
(COVID19) personal doctor and she said it was from the Covid shot 


palsy bell; This spontaneous case was reported by a consumer and describes the occurrence of 
FACIAL PARALYSIS (palsy bell) in a 58-year-old male patient who received MRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. 006B21A) for COVID-19 vaccination. The patient's past medical 
history included No adverse event (No Medical History was reported). On 20-Mar-2021, the patient 
received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intra-arterial) at an unspecified 
COVID19 dose. On 29-Mar-2021, the patient experienced FACIAL PARALYSIS (palsy bell) (Seriousness 
BELL'S PALSY |VACCINE | 1190734-1 | criteria hospitalization and medically significant). The patient was hospitalized on 29-Mar-2021 due 
(COVID19) to FACIAL PARALYSIS. At the time of the report, FACIAL PARALYSIS (palsy bell) had not resolved. 
Not Provided For mRNA-1273 (Moderna COVID-19 Vaccine) (Intra-arterial), the reporter did not 
provide any causality assessments. The patient went to the ER on 29MAR2021 because he had 


facial paralysis, trouble talking, couldn't shut his eye or smile. Patient was diagnosed with bells 
palsy (ongoing) tx: prednisone, antiviral for a wk - bells palsy, facial issues tylenol 500 mg for 
headache 


room/department or urgent care, where the patient put on Prednisone for 5 days and anti-viral for 
7 days for the adverse events. Outcome of the events was Not recovered. 


Bell's Palsy; This is a spontaneous report from a contactable other healthcare professional. A 54- 
year-old female patient received the first dose bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), 
via an unspecified route of administration on 19Feb2021 14:30 (Batch/Lot Number: EM9809) as 
SINGLE DOSE for covid-19 immunisation. Medical history included migraine and sulfa drug allergy. 
Concomitant medications included hypericum perforatum (ST JOHNS WORT) taken for an 
unspecified indication, start and stop date were not reported; magnesium taken for an unspecified 
indication, start and stop date were not reported; and ergocalciferol (VIT D) taken for an 
unspecified indication, start and stop date were not reported. The patient experienced bell's palsy 
on 20Mar2021. The outcome of events was not recovered. Therapeutic measures were taken as a 
COVID19 result of bell's palsy.; Sender's Comments: Based on available information, a possible contributory 
BELL'S PALSY | VACCINE | 1190980-1 | role of the subject product, BNT162B2 vaccine, cannot be excluded for the reported event Bell's 
(COVID19) palsy due to temporal relationship. However, the reported event may possibly represent 
intercurrent medical condition in this patient. There is limited information provided in this report. 
Additional information is needed to better assess the case, including complete medical history, 
diagnostics including Head CT/MRI, counteractive treatment measures and concomitant 
medications. This case will be reassessed once additional information is available. The impact of 
this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures 
for safety evaluation, including the review and analysis of aggregate data for adverse events. Any 


drooping face on tight side, diagnosed as Bell's Palsy in the ER; Numbness of lips; This is a 
spontaneous report received from a contactable other non-Health Care Professional (Patient). A 
64-year-old male patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, 
Solution for injection, Batch/lot number: En6201 and expiry date was not provided), via an 
unspecified route of administration, in Arm left, on 12-MAR-2021 10:45 AM (at the age of A 64- 
COVID19 year-old) as a single dose for COVID-19 immunization. Medical history included Diabetes, high 
BELL'S PALSY | VACCINE | 1190926-1 blood pressure and Allergies to medications, food, or other products Tetanus Shot. Concomitant 
(COVID19) a medications received within 2 weeks of vaccination were Magnesium 500mg, Lisinopril 20mg, 
Chlorthalid 25mg. Patient did not receive other vaccine in four weeks of vaccination. Patient was 
not diagnosed with COVID, prior vaccination. Patient has not been tested for COVID, post 
vaccination. It was reported that numbness of lips, drooping face on tight side. Diagnosed as Bells 
Palsy in the ER. CAT scan to rule out other causes on 19Mar2021. Patient went to Emergency 


safety concern identified as part of this review, as well as any appropriate action in response, will 
be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as 
appropriate. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy; This is a spontaneous report from a contactable healthcare professional (patient who 
was also reported as a consumer). A 66-year-old male patient received bnt162b2 (BNT162B2), 
dose 1 via an unspecified route of administration in the left arm on 28Jan2021 11:45 (Lot Number: 
EL3302) as a single dose for covid-19 immunisation. Medical history included aortic dissection, BP 
[blood pressure] (blood pressure abnormal), thyroid (thyroid disorder), heart (heart disorder) and 
cholesterol (blood cholesterol abnormal). The patient was not diagnosed with COVID-19 prior to 
vaccination. Concomitant medication includes unspecified BP, heart, thyroid and cholesterol 
medication. The patient previously took and had allergies with codeine (includes upset stomach) 
and lisinopril (includes cough). The patient did not receive other vaccines within 4 weeks prior to 
COVID19 the COVID vaccine. The patient received the most recent COVID-19 vaccine in a hospital. On 
BELL'S PALSY | VACCINE | 1190991-1 | 09Mar2021 07:15 AM, the patient had Bell's palsy. The event resulted in a doctor or other 
(COVID19) healthcare professional office/clinic visit and received treatment which includes prednisone 
(ORASONE) 20mg Oral and valacyclovir (VALTREX). The patient has not been tested for COVID-19 
since vaccination. The outcome of the event was not recovered.; Sender's Comments: Based on 
available information, the event Bell's palsy most likely represents intercurrent medical condition 
and is unrelated to Bnti62b2 vaccine. Case will be re-assessed upon the additional information 
provided. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as 
part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data 


for adverse events. Any safety concern identified as part of this review, as well as any appropriate 
action in response, will be promptly notified to regulatory authorities, Ethics Committees, and 
Investigators, as appropriate. 


developed Bells Palsy on the left side of my face almost 2 months to the day from my last Covid 
vaccine; having a severe ear ache in the left ear; This is a spontaneous report from a contactable 
consumer. A 63-year-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, 
solution for injection), dose 2 via an unspecified route of administration, administered in Arm Left 
on 08Jan2021 14:30 (Batch/Lot Number: EK5730) as SINGLE DOSE for covid-19 immunisation. 
Medical history was reported as none. The patient's concomitant medications were not reported. 

COVID19 The patient did not receive any other vaccines within 4 week prior to the COVID vaccine. The 

BELL'S PALSY | VACCINE | 1190994-1 | patient received first dose of bnt162b2 on 18Dec2020 10:00 in right arm for COVID-19 

(COVID19) immunization. On 26Feb2021, the patient started having a severe ear ache in the left ear. On 
06Mar2021, he developed Bells Palsy (medically significant) on the left side of his face almost 2 
months to the day from his last Covid vaccine. The Palsy has since totally resolved and his facial. 
The patient received treatment for the events: prednisone and anti viral medication for 7 days. The 


patient was not diagnosed with COVID19 prior to vaccination, and since the vaccination the patient 
has not been tested for COVID-19. The outcome of the events was recovered. Follow up needed, 
further information was requested. 


COVID19 
BELL'S PALSY |VACCINE | 1191582-1 | left side bell's palsy symptoms 
(COVID19) 


COVID19 Two days past after reciveing the COVID vaccination she devepoled herpes zoster on the right side 
BELL'S PALSY |VACCINE | 1191634-1 | of her mouth and face. They then spread into her right ear canal. She states on the next Friday 
(COVID19) she awoke with her face drawn. She had developed Bell Palsy. 


Bell's Palsy; administered in the left leg; This is a spontaneous report from a contactable consumer 
(patient). A 56-year-old male patient received the first dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, lot number: ER8727, expiry date: unknown), via an unspecified route of 
administration, administered in the left leg, on 21Mar2021 09:45, as single dose, for COVID-19 
COVID19 immunization. The patient medical history was not reported. The patient did not have COVID-19 
BELL'S PALSY | VACCINE | 1191785-1 | prior to vaccination. There were no concomitant medications (no other medications in two weeks). 
(COVID19) The patient did not receive other vaccines in four weeks. On 22Mar2021, the patient experienced 
Bell's palsy. This event required hospitalization for 2 days (unspecified dates). Treatment included 
steroids. The patient underwent COVID Nasal Swab and tested negative on 22Mar2021. The 


outcome of the event Bell's palsy was not recovered. Information on Lot/Batch number was 
available. Additional information has been requested. 


The symptoms were moving from my jaw to my cheek and impacting my vision; feeling feverish 
accompanied with body aches; feeling feverish accompanied with body aches; Moderate (level 3) 
case of Bell's Palsy/I began to feel more intense symptoms in my face, losing the ability to 
move/control muscles in the right side of my face; Fatigue; a stiff jaw/slight discomfort in my jaw; 
This is a spontaneous report from a contactable consumer (patient). A 38-year-old male patient 
received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for 
injection), via an unspecified route of administration, administered in left arm on 24Mar2021 09:45 
(Batch/Lot Number: EP6955) as single dose for COVID-19 immunization. Medical history included 
high blood pressure from an unknown date. The patient did not receive any other vaccines within 4 
weeks prior to the COVID vaccine. Prior to vaccination, the patient was not diagnosed with COVID- 
19. Since the vaccination, the patient has not been tested for COVID-19. Concomitant medications 
included indapamide, and fexofenadine hydrochloride (ALLEGRA) taken for an unspecified 

COVID19 indication. The patient previously received the first dose of BNT162B2 (Lot number: EL3248) on 

BELL'S PALSY | VACCINE | 1191837-1 | 04Mar2021 11:45 AM on left arm for COVID-19 immunization. The patient reported that on 

(COVID19) 24Mar2021 he received his 2nd dose of COVID 19 vaccine. On 25Mar2021 he woke up at 6:30am 
with fatigue and a stiff jaw. At around 2pm he began feeling feverish accompanied with body aches 
and it continued until 3:30am of 26Mar2021. During that time, he did not notice any face or jaw 
discomfort. On 26Mar2021 and 27Mar2021 he had little to no symptoms other than slight 
discomfort in his jaw. On 28Mar2021 he began to feel more intense symptoms in his face, losing 
the ability to move/control muscles in the right side of face. The symptoms were moving from his 
jaw to my cheek and impacting his vision. He reported that this was out of the norm, and it 
prompted him to contact his healthcare provider. On 29Mar2021 at 1:40, he sought care from his 
healthcare provider. After a full examination he determined that he had a moderate (level 3) case 
of Bell's Palsy (reported started on 25Mar2021 07:00). Bell's palsy resulted in Doctor or other 


healthcare professional office/clinic visit. He was prescribed 80 MG/day of Prednisone for 7 days. 
The patient has not recovered from the events at time of report. No follow-up attempts are 
needed. No further information is expected. 


Symptoms ees VAERS 1D Adverse Event Description 


she got really tired; She started having problems on 12Mar2021 & went to the Emergency Room 
on 24Mar2021 & was diagnosed with Bells Palsy; he had a severe headache, as well. She said the 
headache felt like major pressure and pain on the right side of her head, specifically behind her 
right ear; This is a spontaneous report received from a contactable consumer (patient). A 69-year- 
old female patient received first dose of BNT162B2 (BNT162B2, Formulation: solution for injection, 
Lot number - EN6206, expiry date- not reported) via an unspecified route of administration in right 
arm on 10Mar2021 at 12:00 PM as single dose for COVID-19 immunization. Medical history 
included ongoing type 1 diabetes mellitus Stated she has had Type 1 Diabetes Mellitus for about 50 
COVID19 years, sleep apnoea syndrome for years, thyroid disorder and influenza immunisation. Concomitant 
BELL'S PALSY | VACCINE medication(s) included trazodone. On 12mar2021, the patient started having problems on 
(COVID19) 12mar2021 & went to the emergency room on 24mar2021 & was diagnosed with bells palsy and 
he had a severe headache. She said the headache felt like major pressure and pain on the right 
side of her head, specifically behind her right ear and she got really tired. The outcome of bells 
palsy is recovering whereas the outcome of headache and tired is recovered and unknown 
respectively. The patient underwent lab tests and procedures which included computerised 
tomogram: normal on 24Mar2021 and computerised tomogram head: normal on 24Mar2021. 


Therapeutic measures were taken with events. The patient took Prednisone and Venlafaxine for 
Bell's palsy and myalgia pain and trazodone taken for sleep apnoea syndrome. The other 
medication used for events were Valtrex, Tylenol and Acetaminophen. 


COVID19 When I smile, only the right side of my face reacts. The left side of my face does not react at all. I 
BELL'S PALSY | VACCINE | 1192138-1 thought I had a stroke, so I went to the emergency room after two days of being unable to move 
(COVID19) ~~~ | the left side of my face. They diagnosed it as Bell's palsy and prescribed prednisone (deltasone), 


10 Mg tablets for 9 days. 


COVID19 Bell's Palsy type Left Side Facial Numbness and Tingling Radiating to Left Arm, that Initiated 12-16 
BELL'S PALSY | VACCINE | 1192274-1 Minutes after the second injection lasting Approximately 24 Hours. Felt like I had been 
(COVID19) ~~~ | anesthetized for dental work, I was Given Oral Benadryl and observed for other Side affects. 


Numbness had resolved by the next afternoon. 


Two days after receiving the second dose of the Moderna vaccine, I got a pain behind my right ear. 
COVID19 The next day, my tongue became numb, specifically focused on the right side. This caused me to 
BELL'S PALSY | VACCINE lose taste on that same right side. A few days passed and I started to experience numbing on the 
(COVID19) right side of my face. The following Saturday (4/10/2021), I met with my cousin, a practicing 
neurologist, to discuss and test my symptoms. He determined that I have a mild case of Bell's 


Palsy. 


The evening of 03/20/2021 the left side of my mouth began feeling numb and my left eye was 
COVID19 drooping slightly. The morning of 03/21/2021 I could not close my left eye or the left side of my 
BELL'S PALSY |VACCINE | 1192378-1 | mouth. I went to the ER that morning and was diagnosed with Bells Palsy. I was given Prednisone 
(COVID19) and Acyclovir tablets. As of today, 04/10/2021 I still have very slight paralysis on the left side of 


my face. 


nerve problems behind left eye; nerve problems in face; lips had nerve problems; tongue was 
numb; throat felt swollen; Bell's palsy; lightheaded and dizzy; This is a spontaneous report 
received from a contactable consumer (who is also the patient). A 59-year-old female patient 
received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: 
EN6207), via an unspecified route of administration in the left arm, on 11Mar2021 15:30, as single 
dose, for covid-19 immunisation. Medical history included known allergies to antihistamine 
(unspecified) and sulfur drugs. The patient was not pregnant at the time of vaccination. The 
patient did not have COVID-19 prior the vaccination and was not tested for COVID-19 post 
vaccination. Concomitant medications included levothyroxine sodium (SYNTHROID); omeprazole; 
and anastrozole, all taken for unspecified indications, start and stop dates were not reported. 
COVID19 Historical vaccine included the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot 
BELL'S PALSY |VACCINE | 1192794-1 | number: EN6200) received at age 59 years, via an unspecified route of administration in the left 
(COVID19) arm, on 18Feb2021 15:45, for COVID-19 immunization. The patient did not receive other vaccines 
in four weeks. On 11Mar2021 at 15:45, 15 minutes after the second dose, the patient got 
lightheaded and dizzy. On the same day at 16:15, 45 minutes after the second dose, the patient 
experienced nerve problems behind left eye, then nerve problems in face, then lips had nerve 
problems, then tongue was numb, and throat felt swollen. The patient reported the side effects on 
the hotline, and she was transferred to a nurse who told her to go to the emergency room 
immediately as she could be getting Bell's palsy from the vaccine. The events resulted to 
emergency room visit and hospitalization (unspecified date in Mar2021). Treatment for the events 


included unspecified IV. The patient was hooked up to an EKG and her blood was drawn for 
checking in Mar2021 (results were unknown). The patient was recovering from the events. Follow- 
up attempts are completed. No further information is expected. 


COVID19 i or Bash i : 
BELL'S PALSY |VACCINE | 1192993-1 se ar een Sot hae anon re Sean (60 mg/day) and Valacyclover (3 gm/day) for 
(COVID19) y Imp ys: 
COVID19 
BELL'S PALSY | VACCINE 1193331-1 Bells Palsy. 
(COVID19) 


series of 2 covid pfizer vaccine 3/8/2021 and 3/29/2021 at pharmacy. next 24 hours achy body. 

COVID19 Diagnosed with bells palsy the morning of 4/2/2021. Numbness and drooping on right side of face. 

BELL'S PALSY | VACCINE | 1193743-1 | Unable to blink or smile. could not eat or drink. Went to local urgent care immediately and then to 

(COVID19) hospital emergency room. was checked for stroke, determined to be bells palsy. sent home with 7 
day prescription of prednisone. 


COVID19 
BELL'S PALSY |VACCINE | 1193746-1 | Mastoiditis Bell?s palsy 
(COVID19) 


Symptoms eee [symptoms [vaccine |yaersro| adverse Event Description = Adverse Event Description 


Bells palsy; Chills; This spontaneous case was reported by a consumer and describes the 
occurrence of FACIAL PARALYSIS (Bells palsy) in a 49-year-old female patient who received mRNA- 
1273 (Moderna COVID-19 Vaccine) (batch nos. 037k20A and 043L20A) for COVID-19 vaccination. 
The occurrence of additional non-serious events is detailed below. The patient's past medical 
history included No adverse event. Concomitant products included VITAMIN 15 for an unknown 
indication. On 15-Jan-2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 
Vaccine) (unknown route) 1 dosage form. On 12-Feb-2021, received second dose of MRNA-1273 

COVID19 (Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage form. On 15-Jan- 

BELL'S PALSY | VACCINE 2021, the patient experienced CHILLS (Chills). On 08-Feb-2021, the patient experienced FACIAL 

(COVID19) PARALYSIS (Bells palsy) (seriousness criterion medically significant). At the time of the report, 
FACIAL PARALYSIS (Bells palsy) had not resolved and CHILLS (Chills) outcome was unknown. For 
MRNA-1273 (Moderna COVID-19 Vaccine) (Unknown), the reporter did not provide any causality 
assessments. Action taken with MRNA-1273 in response to the events was not Applicable. 
Treatment information was not provided. Based on the current available information and temporal 
association between the use of the product and the onset date of the reported events, a causal 
relationship cannot be excluded. This case was linked. Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the onset date 
of the reported events, a causal relationship cannot be excluded. 


Bell's palsy on right side; Numbness of face on right side; Hearing loss in right ear; Buzzing in both 
ears; Flu like symptoms for 4 days; This spontaneous case was reported by a consumer 
(subsequently medically confirmed) and describes the occurrence of DEAFNESS (Hearing loss in 
right ear) and FACIAL PARALYSIS (Bell's palsy on right side) in a 65-year-old female patient who 
received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 037A21B) for COVID-19 vaccination. 
The occurrence of additional non-serious events is detailed below. Concurrent medical conditions 
included Multiple sclerosis, Blood pressure and Cholesterol. On 18-Mar-2021, the patient received 
first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 18- 
COVID19 Mar-2021, the patient experienced INFLUENZA LIKE ILLNESS (Flu like symptoms for 4 days). On 
BELL'S PALSY | VACCINE 25-Mar-2021, the patient experienced DEAFNESS (Hearing loss in right ear) (seriousness criterion 
(COVID19) medically significant) and TINNITUS (Buzzing in both ears). On 27-Mar-2021, the patient 
experienced FACIAL PARALYSIS (Bell's palsy on right side) (seriousness criterion medically 
significant) and HYPOAESTHESIA (Numbness of face on right side). On 22-Mar-2021, INFLUENZA 
LIKE ILLNESS (Flu like symptoms for 4 days) had resolved. At the time of the report, DEAFNESS 
(Hearing loss in right ear), FACIAL PARALYSIS (Bell's palsy on right side), TINNITUS (Buzzing in 
both ears) and HYPOAESTHESIA (Numbness of face on right side) outcome was unknown. She was 


taking blood pressure and cholesterol medicine as concomitant. Treatment included steroid 
infusion.; Sender's Comments: Limited information regarding these events has been provided at 
this time and a causal relationship cannot be excluded 


COVID19 a 
BELL'S PALSY |VACCINE | 1194228-1 Moderna COVID?19 Vaccine EUA Bells Palsy of left side of face. Noticed a few days afterward, 
increased in intensity for a few days following. Still experiencing. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Bell?s Palsy, right side of face 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1195367-1 | Bell?s Palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1195458-1 | Pfizer-BioNTech COVID-19 Vaccine EUA Diagnosed with Bell?s palsy. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1195974-1 | Bells Palsy 
(COVID19) 
COVID19 Severe headache that started the day after the shot, developed change in taste, neck muscle pain. 
BELL'S PALSY | VACCINE | 1195999-1 | Symptoms progressed until 4/8/2021 and woke up with left sided facial drooping. He was seen and 
(COVID19) in the ER and diagnosed with bell's palsy. Was hypertensive 180/110 


COVID19 
BELL'S PALSY | VACCINE | 1196000-1 | Bells Palsy burning back pain that radiates to arms, legs, head occurs at night when resting 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


5 April 2021, at 14:15: Approximately 45 minutes after my initial Moderna vaccine the left side of 
my face became freezing cold and numb. The progression was instantaneous yet started deep in 
my inner left ear and around the outside corner of my left eye and instantly moved up to my 
forehead (crossing the midline), then down the midline of my face encompassing my left eye, the 
left side of my nose, lips, roof of my mouth, gums, tongue, back over to my left cheek area all the 
way to my left ear. Simultaneously, I had a surge of metallic-tasing saliva, and I had a tingling 
vibration (tingling without the pins-and-needles) in both of my hands and on my left shin, just 
above my ankle to just below my knee. It all happened so fast that I could not talk and verbalize 
what was happening, I could only hold up my hand in a STOP position. My airway was open and I 
did not have any respiratory issues. The numbness in my face was about a 9 out of 10. Very numb, 
very frozen. We went back to the vaccination site and I was put under observation for an additional 
15-20 minutes. The observation was 100% hands-off?no BP, no pulse ox, no temperature. I was 
released with the advice that if I developed any breathing difficulties that I was ?to go to the local 
emergency room.? 5 April 2021, at 19:00. The numbness receded to about a 5 out of 10. I did not 
have any respiratory issues, but was able to start noticing other parts of my body that were numb: 
the entire roof of my mouth; my teeth/gums from the midline-left; when I swallowed I noticed that 
my throat had no sensation on the left side and felt ?smooth?; both deep, inner ears ached without 
the any sharp pain. I had a massive headache and took 400mg of ibuprofen and went to bed. 6 
April 2021, 09:00. After waking I got out of bed and noticed that my left leg was weak. I thought it 
was the position that I had been sleeping in, yet it did not?and still has not?gone away. The 

COVID19 numbness in my face was still present and that it had extended down onto my lower lips and chin. 

BELL'S PALSY | VACCINE Most of the left side of my face felt like heavy Silly Puddy, it felt swollen and stiff. The outside 

(COVID19) corner of my left eye, the left side of my nose, forehead creases and ear were stationary and not 
moving. My blinking felt off, but didn?t look off. I could now tell that the entire left side of my body 
was markedly weaker than my right side, my balance was off. I could not feel sensation in my 
chest/lung cavity as I inhaled and exhaled like I could on my right side. I did not have any airway 
or breathing difficulties. I rested and hydrated. 6 April 2021, 20:00. A rash of itching, burning 
hives erupted onto my lower left jaw from just outside my lip line and spread along the curve of 
my lower jaw bone to my hairline. By 22:00 the itch and burning had subsided, but I could feel 
that it was still there. 7 April 2021, 02:30. I woke up with excruciating, stabbing ear pain in my 
right inner ear. I took ibuprofen and tried to fall back to sleep. 7 April 2021, 09:00. My face felt 
increasingly swollen and stiff and the numb/tingling/vibration sensation in my lower left leg began 
to spread to my inner leg, around to my calf, up and over my knee to my upper thigh; my leg 
became so weak that it buckled. We spoke to a nurse advice line and she recommended going to 
the emergency room. 7 April 2021, 15:00. Dr. saw me. I was given to CT Scan to rule out stroke 
and an ultrasound to rule out blood clot. I was given the diagnosis of Bell?s Palsy and was put on 
antiviral medication; I declined the steroids because they increase my allergic response reactions. 
11 April 2021, 18:00. My face started to swell up over my left eye, left cheek, left ear and over to 
my right cheek. It did not restrict my airway. I went to bed. 12 April 2021, 17:30. My face?midline 
to left?is still numb; the left side of my body?especially my left leg?is still markedly weaker than 


my right; I get winded easily; I tire easily; my mouth still tastes metallic; I still have inner 
earaches on both sides; my eyes are extremely dry. I am also a yoga instructor. I know my body. I 
was perfectly able-bodied and healthy at 13:20 on 5 April 2021, 45 minutes later my world 
unraveled and no one knows how long it will last. 


COVID19 
BELL'S PALSY |VACCINE | 1197184-1 | Facial Paralysis, facial droop, slurred speech - Diagnosis of Bell's Palsy 
(COVID19) 


It swells my face; I have numbness; Tingling of the whole thing in my lip; pins and needles in the 
left side of my mouth/sometimes it goes across my lip and into my right side; she did not get the 
second dose because her face is bad/more than 36 days after the first dose without receiving the 
second dose; hair loss; a hole in her hair; bells palsy; This spontaneous case was reported by a 
nurse and describes the occurrence of FACIAL PARALYSIS (bells palsy) in a 71-year-old female 
patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 030L20A) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below. The patient's past 
medical history included COVID-19 in 2020. Previously administered products included for an 
unreported indication: ZOSTAVAX (Shingles vaccine). On 03-Feb-2021, the patient received first 
dose of MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. In February 
2021, the patient experienced FACIAL PARALYSIS (bells palsy) (seriousness criterion medically 
significant). On an unknown date, the patient experienced SWELLING FACE (It swells my face), 
HYPOAESTHESIA (I have numbness), PARAESTHESIA ORAL (Tingling of the whole thing in my lip), 
ORAL PAIN (pins and needles in the left side of my mouth/sometimes it goes across my lip and into 
COVID19 my right side), PRODUCT DOSE OMISSION ISSUE (she did not get the second dose because her 
BELL'S PALSY | VACCINE | 1197618-1 | face is bad/more than 36 days after the first dose without receiving the second dose), ALOPECIA 
(COVID19) (hair loss) and HAIR INJURY (a hole in her hair). At the time of the report, FACIAL PARALYSIS 

(bells palsy), SWELLING FACE (It swells my face), HYPOAESTHESIA (I have numbness), 
PARAESTHESIA ORAL (Tingling of the whole thing in my lip) and ORAL PAIN (pins and needles in 
the left side of my mouth/sometimes it goes across my lip and into my right side) had not resolved 
and PRODUCT DOSE OMISSION ISSUE (she did not get the second dose because her face is 
bad/more than 36 days after the first dose without receiving the second dose), ALOPECIA (hair 
loss) and HAIR INJURY (a hole in her hair) outcome was unknown. Not Provided The action taken 
with MRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was unknown. For mRNA-1273 
(Moderna COVID-19 Vaccine) (Unknown), the reporter did not provide any causality assessments. 
She stated that on the third week after the vaccine, she experienced bells palsy.; Sender's 
Comments: This case concerns a 71-year-old female with a serious unexpected event of facial 
paralysis, along with nonserious unexpected swelling face, oral paraesthesia, hypoesthesia, oral 
pain, alopecia, hair injury and product dose omission issue. Based on current available information 
and temporal association between the use of the product and the start date of the event, a causal 
relationship cannot be excluded. 


"Patient presented to ER on 3/27/2021 with c/o right side numbness and facial paralysis, right 
side. Dr. attending ER physician, diagnosed him with Bell's palsy. Patient states he received 2nd 
dose of Covid-19 vaccine (Moderna) on 3-25-21, and woke up the next morning with numbness, 
COVID19 weakness of right side of forehead, eye, and mouth. went to ER around 11:00am the next morning 
BELL'S PALSY | VACCINE | 1197750-1 (03-27-21). No other significant paralysis or problems with limbs or other mobility problems are 
(COVID19) “~~~ | noted in ER record. Patient history significant for: Diabetes Mellitus (uncontrolled), and 
Hypertension (controlled). Was given Clonidine and labs, CT scan was ordered. Labs were 
signficiant for elevated blood glucose, 321 and elevated HgAlc (10.5). patient was given insulin in 


the ER. Results of CT (w/o contrast) scan was negative-""no hemorrhage, no mass-effect, no 


extra-axial fluid collection. subtle right-sided basal ganglia calcifications. 


Symptoms eae VAERS 1D Adverse Event Description 


COVID19 Migraine, body pains, sore arm and developed underarm lymph nodes that persisted for 4 days. 
i Developed Bell's Palsy a few weeks (4/4/21) after 1st dose. Received Acyclovir & Prednisone in the 
SELES PALSY cus oon ER. Still have bell's palsy as of this reporting (4/12/21). Primary physician OK'd 2nd shot this 


Sunday, 4/18/21. 


COVID19 
BELL'S PALSY | VACCINE | 1198040-1 | metal test in mouth 30 minutes after injection Bells Palsy set in on 3/23 (6 days after injection 
(COVID19) 
COVID19 Developed right facial droop in the hospital, lead to a new diagnosis of Bell's Palsy (MRI no 
BELL'S PALSY |VACCINE | 1198043-1 | evidence for stroke, CT no acute abnormality) She has Johnson and Johnson Vaccine and she is 
(COVID19) currently hospitalized after a fall at home 
COVID19 "PATIENT'S DAUGHTER CALLED TO HEALTH DEPARTMENT 4/12/21 TO REPORT THAT THIS PATIENT 
BELL'S PALSY | VACCINE | 1198272-1 HAD ""STROKE LIKE"" SYMPTOMS THAT STARTED 4/10/21, WENT TO ER, HAD CT SCAN AND 
(COVID19) ~~ ~~~ | WORK UP AND WAS DIAGNOSED WITH BELL'S PALSY. SHE IS HAVING FOLLOW UP APPTOINTMENT 
WITH HER PCP 4/12/2021" 
COVID19 Earache in right ear began on 04/08/21, by 04/11/21 I experienced some loss of muscle control on 
BELL'S PALSY |VACCINE | 1198455-1 | the right side of my face (eye, cheek, mouth). I was diagnosed with Bells Palsy. Blood test for 
(COVID19) Lyme Disease was negative 
COVID19 bells palsy symptoms appeared 4 days after shot #2 Apr 7 and 33 days after shot #1 on March 9. 
BELL'S PALSY | VACCINE | 1199373-1 | Prednisone tablets were prescribed on 5th day after the April 7 shot (8O0mg/day for 7 days), which 
(COVID19) is today, so outcome is as yet unknown. 
COVID19 
BELL'S PALSY | VACCINE 2nd Pfizer COVID-19 vaccine on 4/1/2021. Developed Bell's palsy on 4/11/2021. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1199703-1 | Bells Palsy with trigeminal neuralgia, not resolved with treatment 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 1200658-1 | Bell's palsy Altered Mental status Death 
(COVID19) 


COVID19 weakness numbness on right side of face, numbness in tongue, gums, cheek, and eye, mild 
BELL'S PALSY | VACCINE | 1200715-1 | dropping watering of eye. 2 days after vaccine, increasing over following days. Diagnosis-bell's 

(COVID19) palsey treatment prednisone 

COVID19 
BELL'S PALSY |VACCINE | 1200821-1 | 5 days after shot came down with Belle Palsy 

(COVID19) 

COVID19 . ; hs . 

: Had normal pain, fatigue and low grade fever after vaccination. About 3 weeks later I experienced 
BELL'S PALSY | VACCINE . À 
onset of Bell?s Palsey defined as mild to moderate by the ER doctor. 

(COVID19) 

COVID19 Severe headache the day after the vaccine, followed by a regular headache until present, 
BELL'S PALSY |VACCINE | 1201807-1 | worsening intensity. Then on 4/10/2021, he developed changes on the right side of his face that 

(COVID19) were diagnosed in ED as Bell's Palsy. 

COVID19 Treated for a tick bite with doxycycline on 3/26/2021 diagnosis of anaplasmosis. Developed 
BELL'S PALSY |VACCINE | 1202049-1 | Progressive focal motor weakness Reflex abnormality Leukocytosis, unspecified type Leg pain, 

(COVID19) bilateral Bell's palsy 


COVID19 
BELL'S PALSY |VACCINE 

(COVID19) 

COVID19 Vaccine date 4/7/21. Facial droop & Right arm weakness 4/11/21. Admitted to hospital observation 
BELL'S PALSY | VACCINE to evaluate for stroke. Neuro consult determined it to be Bells Palsy. Pt discharged to home 


Bells Palsy 


(COVID19) 4/12/21 on Predisone with some improvement in symptoms. 


COVID19 Started having neck pain on a Thursday, my taste buds became less sensitive but I could still taste 
BELL'S PALSY | VACCINE | 1202586-1 | 2" Friday and late Saturday night my left side of face started feeling numb. Went to hospital on 
(COVID19) ~~ | Sunday morning when I woke up since left side of face was completely numb. Diagnosed with 


Bell's Palsy. 


COVID19 I woke up the morning of April 11, 2021 with complete loss of use of the right side of my face. I 
BELL'S PALSY | VACCINE can not move my mouth, eye or nose. I have numbness in my tongue as well. I was given the 


(COVID19) diagnosis of Bells Palsy. 


Symptoms ees VAERS 1D Adverse Event Description 


left arm started to hurt pretty bad; patient felt flushed and hot; skin was red; shivering and 
shaking on left side of their body; left side numb, kind of Bells Palsy syndrome; feel cold in their 
shoulder; cold behind left eye then from wrist to behind both eyes; left side of the body was 
swollen, like swollen pecks, back and chest, like they had been stung; This spontaneous case was 
reported by a consumer and describes the occurrence of FACIAL PARALYSIS (left side numb, kind 
of Bells Palsy syndrome) in a 43-year-old male patient who received mRNA-1273 (Moderna COVID- 
19 Vaccine) (batch no. 039K20A) for COVID-19 vaccination. The occurrence of additional non- 
serious events is detailed below. The patient's past medical history included No adverse event (No 
reported medical event). On 08-Jan-2021, the patient received first dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 08-Jan-2021, the patient experienced 
PERIPHERAL COLDNESS (feel cold in their shoulder), ABNORMAL SENSATION IN EYE (cold behind 
swollen pecks, back and chest, like they had been stung). On 09-Jan-2021, the patient 

1203129-1 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


left eye then from wrist to behind both eyes) and SWELLING (left side of the body was swollen, like 
experienced FACIAL PARALYSIS (left side numb, kind of Bells Palsy syndrome) (seriousness 
criterion medically significant) and CHILLS (shivering and shaking on left side of their body). On 
10-Jan-2021, the patient experienced PAIN IN EXTREMITY (left arm started to hurt pretty bad), 
HOT FLUSH (patient felt flushed and hot) and ERYTHEMA (skin was red). At the time of the report, 
FACIAL PARALYSIS (left side numb, kind of Bells Palsy syndrome), PERIPHERAL COLDNESS (feel 
cold in their shoulder), ABNORMAL SENSATION IN EYE (cold behind left eye then from wrist to 
behind both eyes), PAIN IN EXTREMITY (left arm started to hurt pretty bad), SWELLING (left side 
of the body was swollen, like swollen pecks, back and chest, like they had been stung), CHILLS 
(shivering and shaking on left side of their body), HOT FLUSH (patient felt flushed and hot) and 
ERYTHEMA (skin was red) had resolved. The action taken with mRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) was unknown. Reporter did not allow further contact; Reporter's 
Comments: Based on the current available information and temporal association between the use 


of the product and the start date of the events, a causal relationship cannot be excluded. Further 
information has been requested. 


BELL'S PALSY TER Pt developed facial paralysis 14 days post vaccination, went to Hospital ER and was diagnosed with 
(COVID19) Bell's Palsy. Pt came to me, his internist, today (4/13/21) to follow up. 
COVID19 Patient received Covid vaccine (Moderna Lot number 028A21A - short dated expiration) on 
BELL'S PALSY | VACCINE 4203318-1 4/7/2021. Patient came down with an earache on Saturday 4/17/2021. On Sunday 4/18/2021 
(COVID19) ~~ | patient had mouth droopiness and went to the ER. She was then diagnosed with Bells Palsy at that 
time 
cov Mild f Bell's Palsy in which the left side of my face b b and | ble t 
BELL'S PALSY |VACCINE | 1204029-1 ild case of Bell's Palsy in whic e left side of my face became numb and muscles were unable to 
(COVID19) ———=— | move. Was treated with steroids and most function came back within 7 days. 
COVID19 
BELL'S PALSY |VACCINE | 1204082-1 | Bell's palsy started several hours after second vaccine. 8-10 hours. 
(COVID19) 


causal relationship cannot be excluded.; Sender's Comments: Based on the current available 
information and temporal association between the use of the product and the onset date of the 
reported event of facial paralysis, a causal relationship cannot be excluded. 


COVID19 7 days after receiving J&J COVID19 vaccine, patient developed left ear pain, left sided facial 
BELL'S PALSY |VACCINE | 1204889-1 | numbness/droop, vertigo. Pt was seen in clinic and physician diagnosed pt with Left Bells Palsy. 
(COVID19) Prescribed 12 day prednisone course. Pt on Day 3 of steroid course today and slowly feeling better. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Bells palsy; This spontaneous case was reported by a consumer and describes the occurrence of 
FACIAL PARALYSIS (Bells palsy) in a 28-year-old female patient who received MRNA-1273 
(Moderna COVID-19 Vaccine) for COVID-19 vaccination. The patient's past medical history included 
No adverse event (No reported medical history.). Concomitant products included OXYBATE SODIUM 
(XYREM), PIMOZIDE (ORAP), METFORMIN and VENLAFAXINE HYDROCHLORIDE (EFFEXOR) for an 
unknown indication. On 03-Mar-2021, the patient received first dose of MRNA-1273 (Moderna 
COVID19 COVID-19 Vaccine) (unknown route) 1 dosage form. On 26-Mar-2021, the patient experienced 
BELL'S PALSY | VACCINE | 1204758-1 FACIAL PARALYSIS (Bells palsy) (seriousness criterion medically significant). At the time of the 
(COVID19) ~~~ ~ | report, FACIAL PARALYSIS (Bells palsy) was resolving. The action taken with mRNA-1273 (Moderna 
COVID-19 Vaccine) (Unknown Route) was unknown. Treatment for the event included Amantadine 
and Methylprednisolone. She was on treatment for that and will be still on treatment during her 
2nd dose. Company comment:Based on the current available information and temporal association 
between the use of the product and the onset date of the reported event of facial paralysis, a 


Woke up with closed eye and drooping on left side of face. ER diagnosis of Bells Palsy 


Facial paralysis/Bell's palsy/lip and tongue paralyzed; Lip and Tongue Paralyzed; reports neck, ear 
& head pain that started on 21Mar2021; reports neck, ear & head pain that started on 21Mar2021; 
reports neck, ear & head pain that started on 21Mar2021; This is a spontaneous report from a 
contactable consumer or other non hcp. A 53-years-old male patient received bnt162b2 
(BNT162B2, PFIZER-BIONTECH COVID-19 mRNA VACCINE; Formulation: Solution for injection, Lot 
number: Batch/Lot Number: unknown; Expiration Date: unknown), dose 1 via an unspecified route 
of administration on 13Mar2021 between 15:00-16:00 as SINGLE DOSE for COVID-19 
immunization. Medical history included diabetes mellitus from 2016 and ongoing States it started 5 
ago, and it is under control. Concomitant medications were not reported. The patient did not 


years ago, and it is under control, hypertension from 2016 and ongoing States it started 5 years 
receive any other vaccines within 4 weeks. On 21mar2021, the patient experienced neck, ear & 
head pain on the left side. On 24Mar2021, the patient experienced facial paralysis, lip and tongue 
paralyzed the left side of the face, bell's palsy. The patient states that everything started before on 
sunday then on wednesday he started to get paralyzed on his face. The patient went to the ER on 
24Mar2021 and they thought he was having a stroke, so they did a CT and MRI and his brain is fin 
and Stated that the Neurologist diagnosed him with Bells Palsy. He was admitted to the hospital on 
24Mar2021 and discharge 25Mar2021 at 18:00. The patient enquired about getting second shot 
and he wants to know what is going to happen if he gets the second shot, was it recommended or 
not recommended. The patient underwent lab tests and procedures which included computerized 
tomogram: normal on 24Mar2021 brain is fine, magnetic resonance imaging: normal on 
24Mar2021 brain is fine. Therapeutic measures were taken. The patient was treated with Acyclovir 
and Methylprednisolone. The outcome of the events facial paralysis, lip and tongue paralyzed were 


not recovered and for neck,ear and head pain was recovering Information on the lot/batch number 
has been E a E i 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy; This is a spontaneous report from a non-contactable consumer (Patient). A 50-year- 
old female non-pregnant patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, Formulation: solution for injection, lot number: ER8727, expiry date: unknown), via an 
unspecified route of administration in right arm on 24Mar2021 at 09:00, (at the age of 50-year- 
old) as a single dose, for COVID-19 immunisation. The patient medical history was not reported. 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


Prior to the vaccination, the patient was not diagnosed with COVID-19. Since the vaccination, the 
patient had not been tested for COVID-19. The patient concomitant medication was none. The 
patient previously took codeine and experienced allergies (known allergies_ codeine). The patient 
did not receive any other vaccine within 4 weeks prior to the vaccine. The patient experienced 
bell's palsy on 26Mar2021, at 07:00. The patient visited physician office and emergency room. The 
patient received steroids as treatment to the event. The outcome of the event was recovering No 
follow up attempts are possible. No further information is expected. 


Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 68-year-old 
male patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot 
number: EM9809), via an unspecified route of administration in the left arm, on 13Feb2021 15:00, 
as single dose, for COVID-19 immunisation. Medical history included asthma. The patient was not 
diagnosed with COVID-19 prior to vaccination. Concomitant medications included formoterol 
fumarate, mometasone furoate (DULERA); and morniflumate (FLOMAX), both taken for unspecified 
COVID19 indications, start and stop dates were not reported. Historical vaccine included the first dose of 
BELL'S PALSY | VACCINE | 1205167-1 BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EL9262) received at age 68 years, 
(COVID19) ~~ | via an unspecified route of administration in the left arm, on 23Jan2021, for COVID-19 
immunisation. The patient received other vaccines (unspecified) within 4 weeks prior to BNT162B2. 
On 20Mar2021 at 09:00, the patient developed compromised taste sensations, could not form a 
tight seal around mouth, was spilling fluids from right side, and could not close right eye. He was 
diagnosed with Bell's Palsy. The event resulted to physician office visit. Treatment for the event 


included unspecified anti-viral tablets (as reported). Laboratory test include COVID-19 PCR test 
which was negative on 23Feb2021. The outcome of the event was not recovered. No follow up 
attempts are needed. No further information is expected. 


Bell palsy; This is a spontaneous report from a Pfizer- sponsored program. A contactable consumer 
(patient) reported that a male patient of an unspecified age received the first dose BNT162B2 
COVID19 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration on an 
BELL'S PALSY |VACCINE | 1205180-1 | unspecified date as a single dose for covid-19 immunisation. The patient's medical history and 
(COVID19) concomitant medications were not reported. After getting first vaccine, the patient got bell palsy 
on an unspecified date. The outcome of the event was unknown. No follow-up attempts are 


possible; information about lot/batch number cannot be obtained. 


Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 53-years-old 
patient of an unspecified gender received BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA 
VACCINE), dose 1 via an unspecified route of administration, administered in Arm Left in Mar2021 
(Lot Number: EN6205; expiration date unknown), age at vaccination of 53-years-old, as single 
COVID19 dose for covid-19 immunisation. The patient medical history and concomitant medications were not 
BELL'S PALSY |VACCINE | 1205183-1 | reported. On 23Mar2021, the patient experienced tingling on right side, drooping on right side, 
(COVID19) unable to blink right eye, bells palsy was diagnosed. Events resulted in Emergency 
room/department or urgent care. Therapeutic measures were taken as a result of the events and 
included administration of antibiotics. Facility type Vaccine: Public Health Clinic/Veterans; no other 


vaccine in four weeks, no other medications in two weeks; no Covid prior vaccination and patient 
was not Covid tested post vaccination. The patient had not recovered from the events. 


she developed Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). An 
83-years-old female patient received first dose of bnti62b2 (PFIZER-BIONTECH COVID-19 
VACCINE, Formulation: Solution for injection) dose 1 via an unspecified route of administration on 
O5mar2021 as single dose for covid-19 immunisation. Medical history included facial paralysis from 
Mar2021 to an unknown date. The patient's concomitant medications were not reported. She was 
COVID19 supposed to receive her second dose on 26Mar2021 but the week before on 19Mar2021 she 
BELL'S PALSY | VACCINE | 1205185-1 developed Bell's Palsy (medically significant) and her doctor suggested waiting 14 days after 
(COVID19) ~~ | finishing her steroids before receiving the second dose. She is wondering does she have to wait the 
14 days after finishing the steroids or can she get it 12 days after finishing the steroids. The 
patient went to the doctor on 22Mar2021. She said she had difficulty drinking water from a cup 
and her mother had Bell's Palsy, so we were familiar with what it was. The event difficulty drinking 


water from a cup assessed as non-serious. She is going to see a neurologist. Therapeutic measures 
were taken as a result of she developed bell's palsy. The outcome of the event was unknown. No 
follow-up attempts are needed. No further information is expected. 


Bell's palsy with pain behind left ear and face droop (Left side); This is a spontaneous report from 
a contactable consumer (patient). A 69-years-old male patient received first dose of BNT162b2 
(Pfizer-BioNTech COVID-19 Vaccine), via an unspecified route of administration, administered in 
Arm Left on 15Mar2021 at 11:45 AM (Lot Number: EN 6205) as single dose for Covid-19 
immunisation. Medical history included prostate cancer-seeds implant May 2017. Allergies to 
medication, food, or other products was none known. Concomitant medications included 

COVID19 i PARS Aa . ; ae DFs é 

BELL'S PALSY |VACCINE | 1205230-1 metoprolol succinate; lisinopril; pravastatin, all received within 2 weeks of vaccination. The patient 

(COVID19) ~~ | did not receive any other vaccines within 4 weeks prior to the COVID vaccine. On an unspecified 
date in Mar2021, the patient experienced Bell's palsy with outcome of not recovered, Pain behind 
left ear on 24Mar2021 with outcome of not recovered, Face droop (left side) on 29Mar2021 with 
outcome of not recovered. The events resulted in Doctor or other healthcare professional 
office/clinic visit, Disability or permanent damage. Treatment of Methylprednisone dose pack 


received for the adverse event. Prior to vaccination, the patient was not diagnosed with COVID-19. 
Since the vaccination, the patient has not been tested for COVID-19. 


bell's palsy; This is a spontaneous report from a contactable consumer (patient) reported for 
himself. This 69-years-old male patient received the second dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE), via an unspecified route of administration 26Mar2021 at 13:15 (lot number: 
er8723) on the left arm as single dose for COVID-19 immunization. Medical history included severe 
arthritis. No known allergies. Concomitant medications were not provided. The patient previously 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified 
route of administration on O8Mar2021 at 11:45 AM (lot number: en6205) on the right arm as 
single dose for COVID-19 immunization. The patient did not receive other vaccine in four weeks. 
The patient did not have Covid prior vaccination and did not have Covid test post vaccination. The 
patient experienced bell's palsy on unspecified date (reported as O7Mar2021 at 01:15PM) that 
resulted in emergency room/department or urgent care. Treatment received including unspecified 
medication for the event. The outcome of the event was unknown. 


Symptoms eee [symptoms | Vaccine |yaersro| adverse Event Description = Adverse Event Description 


diagnosed with Bell's palsy 13 days following her first Pfizer vaccine; This is a spontaneous report 
from a contactable physician. A 27-year-old female patient received bnt162b2 (PFIZER-BIONTECH 
COVID-19 VACCINE, solution for injection), dose 1 via an unspecified route of administration on an 
unspecified date (Batch/Lot number was not reported) as SINGLE DOSE for covid-19 
immunisation. The patient's medical history and concomitant medications were not reported. The 
patient was diagnosed with Bell's palsy 13 days following her first Pfizer vaccine. The patient is 
reluctant to receive her second dose on schedule. She has had no improvement with steroids and 
COVID19 valacyclovir. The event was assessed as serious (medically significant). Therapeutic measures were 
BELL'S PALSY 


VACCINE taken as a result of diagnosed with bell's palsy 13 days following her first pfizer vaccine (facial 

(COVID19) paralysis). The outcome of the event was unknown. Information on the lot/batch number has been 
requested.; Sender's Comments: Based on the temporal relationship and known drug safety 
profile, a causal association between BNT162B2 and the reported Bell's palsy cannot be excluded. 
The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of 
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for 
adverse events. Any safety concern identified as part of this review, as well as any appropriate 
action in response, will be promptly notified to RAs, Ethics Committees, and Investigators, as 
appropriate. 


COVID19 
BELL'S PALSY | VACCINE 1205468-1 Developed Bells Palsy 
(COVID19) 
COVID19 All was fine till day 9 evening when my right eye kept watering, and I brushed my teeth water shot 
BELL'S PALSY |VACCINE | 1205939-1 | out right side. Next day same thing with blurred speech. I went to hospital, had CT n MRI. No 
(COVID19) blood clot determined its bells palsy. I have been healthy accept for mild seasonal allergies 
' COVID19 tongue felt numb on third day after receiving second shot for about 3 days then woke up 4/5/21 
BELL'S PALSY | VACCINE . : : ith bell | 
(COVID19) with no movement to left side of face. went to urgent care and was diagnosed with bells palsy . 
COVID19 
BELL'S PALSY | VACCINE | 1206374-1 | left side BELLS PALSY treated with PREDNISONE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1206414-1 Bell's Palsy - Right side 
(COVID19) 


Bell's palsy; Gastric distress; This spontaneous case was reported by a consumer (subsequently 
medically confirmed) and describes the occurrence of FACIAL PARALYSIS (Bell's palsy) in a male 
patient of an unknown age who received mMRNA-1273 (Moderna COVID-19 Vaccine) for an 
unknown indication. The occurrence of additional non-serious events is detailed below. The 
patient's past medical history included No adverse event. On an unknown date, the patient 
received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. 
On an unknown date, the patient experienced FACIAL PARALYSIS (Bell's palsy) (Seriousness 
criterion medically significant) and GASTRIC DISORDER (Gastric distress). At the time of the 
report, FACIAL PARALYSIS (Bell's palsy) and GASTRIC DISORDER (Gastric distress) outcome was 
1206916-1 


unknown. The action taken with MRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was 
unknown. On an unspecified date, 4-5 days later, the patient had gastric distress and 8 days later, 
patient had Bell's palsy (diagnosed by a doctor 10 days post vaccination). He was prescribed with 
Prednisone for 1 week. This case concerns a male of unknown age with a serious unexpected event 
of facial paralysis and a nonserious unexpected event of gastric distress. Event onset 8 days after 
first dose MRNA-1273. Treated with prednisone. Event outcome unknown. Based on current 
available information and temporal association between the use of the product and the start date 
of the event, a causal relationship cannot be excluded.; Sender's Comments: This case concerns a 
male of unknown age with a serious unexpected event of facial paralysis and a nonserious 
unexpected event of gastric distress. Event onset 8 days after first dose MRNA-1273. Treated with 
prednisone. Event outcome unknown. Based on current available information and temporal 
association between the use of the product and the start date of the event, a causal relationship 
cannot be excluded. 


COVID19 
DEVELOPED BELLS PALSY AND WAS IN ER AND ADMITTED TO HOSPITAL ON 4/10/2021. 
BELLS PALSY eoubia 1207129-1 | DIAGNOSIS WAS BELLS PALSY BY A NEUROLOGIST ON STAFF 


Pain started in buttocks; then numbness in legs, then progressed up back to mid back pain, then 
COVID19 to neck fullness and tightness, pain on both sides of neck, jaw and chin, feeling of something 
BELL'S PALSY | VACCINE | 1207599-1 | POPPing in neck and then Bell's Palsy of right side of face, difficulty speaking, eating, numbness of 
(COVID19) ~~ | tongue; right eyelid unable to close, more pain on both sides of neck and back of head; cold and 
hot sensations on limbs today and no improvement of facial paralysis; hearing cricket noises in 


right ear at times, burning pain in patches of face. 


I received the first Pfizer vaccine on 3/16/21 in the afternoon. I am a young, healthy woman with 
no pre-existing health conditions: I don't smoke, am under 120 Ibs., no allergies, etc. Two days 
after the vaccine, I started to experience an eye twitch, which progressed into Bells Palsy by the 
COVID19 following week: by 3/23/2021. I went to an urgent care clinic and was diagnosed as such, and they 
BELL'S PALSY | VACCINE | 1207966-1 | contributed to the vaccine and told me not to get the second shot. They also advised I get a CT 
(COVID19) scan to rule out a stroke, which I did, on 3/24/21. I expect that they also reported this. I have 
facial paralysis on the left side of my face, and developed an ear infection a week after this...I 
don't have allergy issues, and have not had an ear infection since I was a small child. This has 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


been traumatic, uncomfortable and very scary because I thought I was having a stroke. 


COVID19 
BELL'S PALSY | VACCINE 1208043-1 Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1208080-1 Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1208199-1 | Bell's Palsy on right side of my face 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1208425-1 | extreme headache bells palsy 
(COVID19) 


Symptoms ‘Vaccine | vaes 10 Adverse Event Description 
Type 
COVID19 

BELL'S PALSY | VACCINE | 1208562-1 | Bell?s Palsy 
(COVID19) 


On 4/3/21 at roughly 6p.m. the patient stated that she began to experience ear pain. This lasted 
COVID19 until 4/11/21 when she woke up in the morning with half of her face feeling numb. She went to the 
BELL'S PALSY |VACCINE | 1208691-1 | ER and was diagnosed with Bell's Palsy. She was started on a 7 day course of prednisone 60mg 
(COVID19) daily and Valtrex 1000mg three times daily. She was also given Refresh eye drops. On 4/13/21 she 


went to her primary doctor who told her to contact the pharmacy. 


COVID19 
BELL'S PALSY |VACCINE | 1208761-1 | Bells Palsey - right side. Has had 3 episodes of left bells palsey in the past. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1208768-1 Bells palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1209080-1 | Bell's Palsy with transient R-sided facial weakness and notable weakness involving forehead for 4d 
(COVID19) 
COVID19 on the third day began to feel headache, body aches, and extreme fatigue. On day 9 I saw that my 
BELL'S PALSY | VACCINE | 1209258-1 face was drooping and mouth was crooked, my L eye did not close, L ear pain, L buzzing in ear. I 
(COVID19) ~~~ | was taken to emergency room and admitted to the hospital on 4/5/21. Was diagnosed with Bell's 
Palsy. Was discharged back home on 4/8/21 
COVID19 
BELL'S PALSY | VACCINE 1209307-1 Bells Palsy on right side of face. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Bell?s palsy on my right side of face 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1209557-1 | Bell's palsy. Developed L facial droop on 3/29/2021; COVID vaccines on 1/16/2021 and 2/8/2021. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1209638-1 | Facial paralysis/Bell's Palsy 
(COVID19) 
COVID19 New ones in addition to previously reported: Bell?s Palsy right face jaw and neck New nodules 
BELL'S PALSY | VACCINE | 1209991-1 | bright red on fifth digit left hand never had before Contacted my primary care physician and she 
(COVID19) wanted to just observe and gave no treatment center take ibuprofen for the pain 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Bell?s Palsy - onset six days later - trip to ER to learn diagnosis I?ve never had Bell?s Palsy before. 


2021 he feels better but right side of face still drooping. But he feels better. Only reporting as saw 
Bell Palsy was seen in trials for Moderna. 


COVID19 
BELL'S PALSY |VACCINE | 1210617-1 | Bell's Palsy Left Side of Face 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


4/10/2021 experienced some right side facial paralysis upon waking. Called urgent care who 
directed me to go to a hospital as soon as possible and asked about all events leading up to this, 
noting that the vaccine may potentially have this side effect, as written in the medical journal. 
COVID19 Went to the ER, they put me in stroke protocol, did CAT scan, negative results, blood tests 
BELL'S PALSY | VACCINE (including for Lyme), MRI to look for tumors after the CAT scan was negative, and an 
(COVID19) echocardiogram as they detected a new heart murmur never present before. MRI showed Bell's 
palsey in one facial nerve, all other tests are negative, including for Lyme's disease, a common 
cause. I am still experiencing it, and am on Valtrex (anti viral) and Prednisone, but the symptoms 


On 4-1 2021 My husband started with lightheadedness and unsteady on feet went to AAGH ER in 

COVID19 Annapolis MD ruled out a stroke and diagnosed with ataxia and given antivert. Two days later 4-3- 

BELL'S PALSY | VACCINE 2021 he developed right side of face drooping . MRI was re-done with contrast and without and no 
(COVID19) stroke. Diagnosed with possible Bell Palsy started on prednisone and antiviral drug. Is now 4-14- 


bells palsy 8 days after administration of 1st dose 


On Saturday April 10th I began to experience symptoms of dry eyes, eye twitching and watering 
and sensitivity to light. It continued to progress, by monday the 12th it led to left side of my face 
in paralysis. I've never experienced this before or had issues. 


still exist. There is no other change in my life or health, the only thing I've done differently is have 
the vaccine (for which we are grateful). 


Bells palsy diagnosis. Given Prednisone. Started to recover then received second dose on 
04/06/2021 and symptoms of bells palsy returned to level prior to medication. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Patient received immunization on Fri and started to experience pain and numbness in the 
COVID19 immunized arm that evening around 6pm. The pain and numbness worsened throughout Saturday 
BELL'S PALSY | VACCINE 
(COVID19) 
April 15, he presented with two prescriptions for prednisone and erythromycin eye ointment. 
COVID19 
BELL'S PALSY | VACCINE Bells Palsey 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 1212170-1 | Diagnosed in Emergency Room on 4-2-21 with Bell's Palsy 
(COVID19) 
and Sunday with an increase of right leg pain on Sunday. On Friday, April 9, the patient noticed a 
numbness and drooping of his face which progressed to his eye not being able to close. Today, 
COVID19 I got Bells Palsy - it was on the left side of my face - I went to the ER that Friday (9th). They gave 
BELL'S PALSY | VACCINE me prednisone. It's getting better. I still experience little pain in the jaw area on my left side; a 
(COVID19) 


little weakness still on the left side of my cheeks. I am still taking the prednisone. 


Symptoms ees VAERS 1D Adverse Event Description 


"x MAR 8th = Vaccine shot * MAR 15th = alleged ""sore throat"" * MAR 19th = watery eyes; dry 
eyes; tired eyes. Onset of right eye not blinking/closing. * MAR 21st = Emergency Room. 
Diagnosed w/ BELLS PALSY. [Ruled out stroke] The following week after my vaccination 
(approximately MAR 15th), I experienced a strange feeling at the back of my throat. It can best 
described as a ""Sore throat"". I noticed it upon waking up. I could feel it at the back of my throat 
when swallowing; the act of swallowing would enable me to ""feel"" the sensation at the back of 
my throat. This was unusual and not normal for me. I thought I was coming down with a cold 
virus. I had not been sick for over a year and thought it was a strange feeling. I was concerned. 
With the recent schools, restaurants, and gyms opening up with less restrictions, I learned from 
COVID19 coworkers that there was an increase of illnesses because our immune systems are not as strong 
BELL'S PALSY | VACCINE and germs are easily transferable during the usual interactions. Therefore, I expected my sore 
(COVID19) throat to be the start of a harmless cold virus. Then, later in the week (MAR 19th), I noticed my 
eyes were abnormally dripping tears. It is my experience that I get this effect in the office setting 
or during winter when my eyes are ""dry"". However, I was neither in the workplace (office), nor 
was it winter. I was not sure why my eyes had excessive tears coming out. Finally, on SUN (MAR 
21st), an obvious physical symptom finally became apparent to me and my family members. My 
speech was impaired. I could not chew properly. I could not drink from a cup. I struggled during 
breakfast. I was not sure if I was having a STROKE. I recited the alphabet to hear for a slurred 
speech. I looked in the mirror, and my smile was not perfect. I got dressed and went to the 
Emergency Room. The doctors performed physical PUSH-PULL tests, eye tests, etc. DIAGNOSIS = 


Bells Palsy. OTHER SYMPTOMS = + shortness of breath. + leg swelling. + headaches. + 
excruciating pain in the neck, especially during sleep (laying down)." 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 CONTACTED GP AFTER SYMPTOMS OF SEVERE TIREDNESS AND DROOPY MOUTH. PERFORMED 
BELL'S PALSY | VACCINE | 1213105-1 STROKE SELF-TEST..VISITED OFFICE. DIAGNOSED WITH BELL'S PALSY. PRESCRIBED 
~~ | VALACYCLOVIR 1 GM 3 TIMES DAILY...PRESCRIBED PREDISONE 20MG 3 TABLETS DAILY FOR 4 


VID1 
a 9) DAYS, 2 TABLETS DAILY FOR 4 DAYS, AND 1 TABLET DAILY FOR 4 DAYS UNTIL COMPLETE 


Face numbness on right side. I started feeling numbness in the right corner of my mouth within 
minutes of receiving the shot. Within a couple of hours it had spread to a larger area. From just 
COVID19 below my eye to my chin including my lips on that side and inside my mouth and cheek. 
BELL'S PALSY | VACCINE | 1213510-1 Symptoms were still there the next morning so I contacted my doctor. I was instructed to go to the 
(COVID19) ~~~ | emergency room. The ER doctor determined that it wasnt a stroke and said it was most likely a 
reaction to the covid shot. They also said it resembles a minor case of Bell Palsy but was most 
likely not Bell Palsy. It was probably an inflammation of the nerves in my face due to the shot. I 


was prescribed a steroid to use if the symptoms did not stop in a couple of days. 


pt says she had pain in the left side of her jaw under her ear. she went to her PCP on 3/3/21. She 
was told she had in fluid in both ears. she was given some medicine but the pain never went away. 
she went to a friends house and a doctor there told her she had Bells Palsy and told to go back and 
see her PCP. She went back to her PCP on 3/6 and she was diagnosed w/ Bells Palsy. She was 
COVID19 prescribed Valtrex and prednisone. After completing her meds she had a another severe episode 
BELL'S PALSY | VACCINE | 1214287-1 | °" 3/17/21. Her face was messed up more and to wear she cant close her left eye. She went back 
(COVID19) ~~~ | to PCP and was prescribed more Valtrex and prednisone and scheduled her to see a Neurologist. 
She went to a Neurology Center. They did blood work and ordered an MRI. She was prescribed her 
more Valtrex and more prednisone for 21 days. She went back to see neuro doctor after 
completing this medicine and then prescribed her 120 mg of prednisone and to taper down dose 


Pt had fever, extreme weakness, N & V, Bell's Palsy. PT was seen by provider and sent to the ER. 


each day. She has trouble eating and drinking because of her mouth drooping and damaging the 
nerve in her face. 


BELL'S PALSY CENE 1214380-1 DEVELOPED BELL?S PALSY - DIAGNOSED 4/14/2021 COLD SYMPTOMS DEVELOPED 8 DAYS AFTER 
(COVID19) ————~—- | SECOND SHOT (4/3//2021), AND THEN FACIAL PARALYSIS WITH BELL?S DIAGNOSED ON 4/14 


Patient presented to my office for a routine visit (as her family doctor) the very next day after she 
started noticing symptoms. First it started with some numbness of her tongue on the left and 
COVID19 accompanying decrease in taste. The next morning (day of my appointment with her) she woke up 
BELL'S PALSY |VACCINE | 1214723-1 | with left side facial drooping involving the entire left face. I diagnosed her with Bell's Palsy today 
(COVID19) and discussed the case with a neurologist at the academic center nearby and started treatment of 
prednisone for 7 days. Also instructed other conservative measures such as eye wetting drops and 


eye patch. 


COVID19 
BELL'S PALSY |VACCINE | 1214727-1 | Onset of Bells Palsey 
(COVID19) 


My symptoms started 03-18-2021 at 11am where I developed chills, was very sleepy that I slept 
15 hours straight. I felt very fatigued and my eyes hurt so much and I could not keep them open. 
On 04-06-2021 I still was not feeling well. I started to have problems with my right side of my 
COVID19 face, eyes and mouth which gradually got worse so I went to the hospital. At the hospital they 
BELL'S PALSY | VACCINE | 1214765-1 | checked me for stroke, performed lab work, did MRI and CT scans and the the doctors came back 
(COVID19) and said it was Bell's palsy. I again went to the hospital 04-11-2021 but this time due to GI issues 
with pain. On 04-14-2021 through 04-15-2021, I started to experience neck pain behind my right 


ear. At the hospital they had prescribed my prednisone 50mg, so I took half for my pain. I still 
have trouble sleeping and have lots of pain. 


COVID19 F : nae ne F F 
; Diagnosed with pharyngitis on 4/12/2021 and started amoxicillin. Developed left sided facial 

BELL'S PALSY | VACCINE | 1214850-1 numbness and diagnosed with Bells Palsy at ER on 4/13/2021. 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE | 1214933-1 | Severe Fatigue. Then on 4/12/2021 developed Bells Palsy 

(COVID19) 

GOvID12 Bells palsey on left side. Had stiff neck several days before with first shot and more with second 
BELL'S PALSY | VACCINE 1215484-1 : 

(COVID19) ————— | shot that escalated to bells palsey. 


COVID19 7 DAYS AFTER VACCINATION PATIENT FELT NUMBNESS AND LOSS OF TASTE IN HER TONGUE. THE 
BELL'S PALSY | VACCINE FOLLOWING MORNING SHE WOKE AND ONE SIDE OF THE FACE WAS DROOPING. PATIENT 
(COVID19) RECEIVED CARE AT AN URGENT CARE FACILITY. A CT SCAN WAS PERFORMED TO RULE OUT 
BLOOD CLOT. PATIENT WAS DIAGNOSED WITH BELL'S PALSY 


Symptoms ao VAERS 1D Adverse Event Description 


BELL'S PALSY 


BELL'S PALSY 
BELL'S PALSY 


BELL'S PALSY 
BELL'S PALSY 


BELL'S PALSY 
BELL'S PALSY 


BELL'S PALSY 


BELL'S PALSY 


BELL'S PALSY 


BELL'S PALSY 
BELL'S PALSY 


ELL'S PALSY 


BELL'S PALSY 


ELL'S PALSY 
cove} One side facial muscle weakness, drooling, unclear speech, eye lid drooping, diagnosed Bell's 
BELL'S PALSY | VACCINE Pals ’ ’ ' , 


COVID19 
VACCINE 
(COVID19) 


COVID19 
VACCINE 
(COVID19) 


COVID19 
VACCINE 
(COVID19) 


COVID19 
VACCINE 
(COVID19) 


COVID19 
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(COVID19) 


COVID19 
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(COVID19) 


COVID19 
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(COVID19) 


COVID19 
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(COVID19) 


COVID19 
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(COVID19) 


COVID19 
VACCINE 
(COVID19) 


COVID19 
VACCINE 
(COVID19) 


COVID19 
VACCINE 
(COVID19) 


COVID19 
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(COVID19) 


COVID19 
VACCINE 
(COVID19) 


COVID19 
VACCINE 
(COVID19) 


1215806-1 
1215847-1 


1215979-1 


1216276-1 


1216466-1 


1216648-1 


1216700-1 
1217355-1 


1217468-1 


1218098-1 
1218289-1 


Bell's palsy, took prednisone and acyclovir 


First time mother, in her third trimester of pregnancy, diagnosed with Bells Palsy on April 11th, 
2021, after receiving her first dose of the Pfizer brand COVID-19 vaccine on April 7th, 2021. Her 
son is due May 26th, 2021. 


Bell's Palsy - numbness of L side of face, L facial droop 


Around 8:00 pm on Tuesday April 13, 2021 I started to get a really bad headache that was like 
sharp stabbing pains that would come and go. The next morning I woke up with sharp stabbing 
pains in the left side of my head and numbness/tingling in the left side of my face. As the day went 
on I started to feel worse so I went to the emergency room. The doctor there checked me out and 
stated that I had Bell's Palsy and prescribed me three different medications. I am currently on 
these medicines trying to get better. 


12:30-12:45 Felt fine during 15 minute observation period 12:45-1:15 While driving home, a 
searing pain happened in the top of my head followed by pins and needles down the left side of my 
face and arm Vision went blurry for a second 1:15-1:45 Left arm weak, tingling, can?t move left 
side of face 2:00 -headed to ER 2:30- nurse took my vitals, everything fine. blood pressure 124/80 
3:00 doctor saw me, said bell?s palsy 4:45 still cannot move left side of my face but regained 
feeling in left arm 


Headache, Bell's Palsy 


Bell?s palsy, heart attack symptoms, out of body experience, heart racing, 


Sunday April 11th around 2 p.m., tongue numbness and pain behind left ear going down the neck 
Monday April 12th 715 a.m. left side of face paralysis Monday April 12th 740 a.m. went to e.r. and 
went through tests for stroke or bell's palsey and was determined it was bell's palsey, also had a 
CT scan and was determined to be ok, was prescribed 5 days worth of prednisone and 7 days 
worth of antiviral valacyclovir 


Bell's Palsy on the right side of the face - 12 TENS and 7 Laser Therapies - slow improvement 
during first month 


28 hours after 2nd Pfizer vaccine administered: First symptom was inability to suck from a straw. 
Lips could not be closed together on left side of mouth. Second symptom noticed was left eye not 
blinking or closing all the way compared to right eye. Third symptom was drooping smile on left 
side of face. We did not connect the timing of vaccine to this event until the following morning. It 
was Saturday morning and the symptoms still existing. We observed and monitored through the 
weekend and called the Doctor's office on Monday. The Doctor asked us to go to Emergency Room 
right away for possible stroke. 


Bell's palsy 


Bells Palsey 


BELL'S PALSY; NUMBNESS IN ARMS, LEGS, LOWER ABDOMEN AND BUTTLOCKS; ITCHING 
THROUGHOUT; TINGLING IN ARM, LEGS, FEET AND HAND; This spontaneous report received from 
a patient concerned a 53 year old male. The patient's weight was 240 (unit unspecified), and 
height was 182.88 centimeters. The patient's concurrent conditions included hypertension, and 
other pre-existing medical conditions included patient had family history of any disease (relevant 
to vaccination) or allergy. The patient received covid-19 vaccine ad26.cov2.s (suspension for 
injection, intramuscular, batch number: 1805020, and expiry: UNKNOWN) dose was not reported, 
administered on 12-MAR-2021 in left arm for prophylactic vaccination. No concomitant medications 
were reported. On 21-MAR-2021, the patient experienced bell's palsy, numbness in arms, legs, 
lower abdomen and buttlocks, itching throughout, tingling in arm, legs, feet and hand. Laboratory 
data (dates unspecified) included: Blood test (NR: not provided) nothing out of range, CT scan 
(NR: not provided) negative, Chest X-ray (NR: not provided) negative, and Urinalysis (NR: not 
provided) nothing out of range. Treatment medications (dates unspecified) included: 
hydrochlorothiazide/lisinopril. The action taken with covid-19 vaccine ad26.cov2.s was not 
applicable. The patient recovered from itching throughout on 23-MAR-2021, was recovering from 
numbness in arms, legs, lower abdomen and buttlocks, and tingling in arm, legs, feet and hand 
and bell's palsy. This report was serious (Other Medically Important Condition). Additional 
information was received from patient on 31/03/2021. The following information was updated and 
incorporated into the case narrative: Reporter (HCP), Patient demographics (Gender, weight, 
height, Concomitant condition), Event (Bell's Palsy), Lab Test : CT Scan (Head and Torso), Blood 
work, Urinalysis, Chest X-ray- negative, Suspect product: (Route of administration), drug used to 
treat AE (Lisinopril) was added.; Sender's Comments: V1: Additional information received in this 
version is regarding patient demographics, serious event Bell's palsy, lab test, medical history of 
the patient. This information changes the seriousness of the case from VO nonserious to V1 
serious. 20210357779-Covid-19 vaccine ad26.cov2.s-Bell's palsy. This event(s) is considered 
unassessable. The event(s) has a compatible/suggestive temporal relationship, is unlabeled, and 
has unknown scientific plausibility. There is no information on any other factors potentially 
associated with the event(s). 


Patient was recently diagnosed with Bell's palsy to the right side of her face. She was sent from 
Hospital to Hospital with symptoms of CVA. After seeing neurology at Hospital she was diagnosed 
with Bell's palsy and discharged home on oral prednisone. 


woke up with weakness of eye opening of the right eye, has been occurring every morning, now 
less frequently in the last few days exam shows a subtle right bell's palsy 


Symptoms Type 


COVID19 
BELL'S PALSY |VACCINE | 1218376-1 | Bell?s palsy, numbness, headache 
(COVID19) 


5 days after 1st dose mildly sick for 1 day. 11 days after 1st dose severe attack of arthritis in my 

COVID19 right hand only for a day. 18 days after 1st dose an attack of Bells Palsy on left side of face with a 

BELL'S PALSY | VACCINE | 1218847-1 | Severe headache for several hours. These symptoms were similar to but more severe than those 
(COVID19) ~~~ | that were experienced prior to treatment of chronic Lyme Disease. 1 day after 2nd dose extreme 
arm and upper body pain. Day 2 after 2nd dose extremely ill. Day 3 after 2nd dose extremely ill 


Adverse Event Description 


with difficulty breathing. Almost wentto ER but the next day I was fine. 


22 y/o previously healthy male who presents after a covid vaccine at 0940 with left sided facial 
weakness and numbness since shortly after that time. He stated that originally his entire left side 
of his face felt numb and was weak but it's been improving since that time, now only his lower 
COVID19 face. He denies any other acute symptoms including fevers, chills, chest pain, shortness of breath, 
BELL'S PALSY | VACCINE | 1219087-1 nausea, vomiting, diarrhea or any other acute concerns. VS wnl. PE remarkable for weakness in 
(COVID19) ~ | V2-V3 distribution of face with some sensation loss in the V3 distribution of the left side of the 
face. While forehead is spared, this appears to be more of a bell's palsy that's resolving rather than 
an acute central process. During evaluation his symptoms completely resolved Will discharge home 


with return precautions. (released at 1411pm) 04/01/2021 12:13 BP: 115/70. MAP: 85. HR: 61. 
RR: 12. O2 saturation: 100%. Temp: 98.2 F. CLINICAL IMPRESSION Bell's Palsy on the left side. 


Day 1 Nausea Dehydrated Headache Fatigue Felt heavy, freeze/stabbing pitch fork headache all 
COVID19 day Day 2 Headache Fatigue Arm pit itch Teeth pain and clinching (neurological uncontrollable) 
BELL'S PALSY | VACCINE vertigo/dizzy Stiff neck sore muscles and joints Day 3 Fatigue Headache Day 4 Fatigue Ankles got 
(COVID19) really swollen Out of breath on just a walk Headache Shooting Pain in legs and feet Pain at past 
mohs surgery site Day 6 Agitated Nauseous Dizzy Headache Bells palsy like symptoms right side of 


my face 


The Jansen vaccine was given on 3/18/21. Patient began to experience symptoms of bells palsy on 
4/6/21. Patient noted R hemibody numbness, which began with right-sided facial numbness when 
brushing teeth. He was evaluated by his PCP (no exam noted) and initiated on Bells Palsy regimen 
of doxycycline 100mg BID, acyclovir 800mg TID, and prednisone 40mg. On 4/9, a referral to 
COVID19 neurology was made after pt returned to clinic w/ burning deep low back pain that radiates up to 
BELL'S PALSY | VACCINE | 1219400-1 | his shoulder, and his b/l temples. Pt again re-presented to urgent care on 4/12 due to severe 


(COVID19) burning back pain that resolved w/ activity. At this time again only L sided facial weakness noted 
(documented as reduced ability to close eyelid, raise eyebrow, weakness puffing out check, and 
reduced smile on L), no other weakness, drift, or sensory findings. Pt was instructed to continue 
doxycylilne 100mg BID 10d course (4/6- 4/15), prednisone 40mg 7d course (4/6- 4/12), acyclovir 
800mg TID 7d course(4/6-4/12). 


COVID19 

BELL'S PALSY | VACCINE Patient experienced possible Bell's Palsy. 
(COVID19) 
COVID19 

BELL'S PALSY | VACCINE 1219464-1 Bell's Palsy to the right side of the face 
(COVID19) 
COVID19 

BELL'S PALSY | VACCINE Bells palsy 
(COVID19) 


COVID19 . : : . a . . 
BELL'S PALSY |VACCINE | 1219637-1 Developed right facial eyebrow sagging, inability to close eye, disappearance nasolabial fold, 
(COVID19) “~~~ | drooping corner mouth, and decreased tearing; onset 4/8/21; diagnosed with right Bells Palsy 


Patient began experiencing facial drooping to one side on Saturday 4/10/21. Patient's wife is a 
nurse and felt that this was Bell's Palsy. She monitored his vital signs to be sure a stroke was not 
COVID19 occurring. Since his vital signs were stable, they followed up with his Primary MD in office on 
BELL'S PALSY | VACCINE | 1219786-1 Monday 4/12/21. The PA gave the DX of Bell's Palsy and stated it was probably related to having 
(COVID19) ~~ ~ | COVID-19 illness around Christmas 2020. The patient did to tell the PA he had been vaccinated on 
3/22/21 with Moderna. Occurance was discovered when patient was phoned to confirm his 
appointment for his 2nd dose of Moderna vaccine. Vaccination held at this time until improvement 
of symptoms & further direction from Medical Director. 

COVID19 
BELL'S PALSY |VACCINE | 1219859-1 | Bell's palsy, R sided. R facial droop that started the morning of 4/12/21. 
peucsonsr (COVID19) ssa 

COVID19 8d F , ; i . . 

' ays post 2nd covid vaccine (given on 4/6/21), patient awoke with stroke like symptoms. 

BELLS PACS VACCINE Evaluated in the ER and diagnosed with Bell's Pals 

(COVID19) y. 

COVID19 
BELL'S PALSY |VACCINE 1219928-1 | bells palsy 
pausonsr (COVID19) Ea 


COVID19 
BELL'S PALSY | VACCINE 

(COVID19) 

COVID19 patient reported numbness in right side of face and tooth pain on the day after his covid-19 
BELL'S PALSY | VACCINE immunization. His prescriber evaluated him today and said he has a sinus infection with mild bells 


(COVID19) palsey. Unsure if related to immunization. 


COVID19 
BELL'S PALSY |VACCINE | 1220670-1 | Bell's Palsy occurred 2 weeks after 
(COVID19) 


Patient diagnosed with Bell's Palsy. Her physician prescribed steroids and antivirals and instructed 
not to get her second dose of the Covid vaccine. 


Symptoms ee VAERS 1D Adverse Event Description 


he had a lot more weakness in arms and legs; his arm started tingling/his feel also started 
tingling; strong headache; bilateral facial bell's palsy; Guillen Barre Syndrome; a bit sluggish; arm 
ached; headache; sore arm; This spontaneous case was reported by a consumer (subsequently 
medically confirmed) and describes the occurrence of PARAESTHESIA (his arm started tingling/his 
feel also started tingling), MUSCULAR WEAKNESS (he had a lot more weakness in arms and legs), 
GUILLAIN-BARRE SYNDROME (Guillen Barre Syndrome), FACIAL PARALYSIS (bilateral facial bell's 
palsy) and HEADACHE (strong headache) in a male patient of an unknown age who received 
mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of additional 
non-serious events is detailed below. The patient's past medical history included Lumbar puncture. 
On 09-Jan-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) 
(unknown route) dosage was changed to 1 dosage form. On 06-Feb-2021, received second dose of 
mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 2 dosage form. 
On an unknown date, the patient received dose of mRNA-1273 (Moderna COVID-19 Vaccine) 
(unknown route) at an unspecified dose. On 09-Jan-2021, the patient experienced PAIN IN 
EXTREMITY (sore arm). On 06-Feb-2021, the patient experienced LETHARGY (a bit sluggish), PAIN 
COVID19 IN EXTREMITY (arm ached) and HEADACHE (headache). On 12-Feb-2021, the patient experienced 
ELL'S PALSY | VACCINE | 1220858-1 HEADACHE (strong headache) (seriousness criterion hospitalization). On 13-Feb-2021, the patient 
(COVID19) ~~~ | experienced PARAESTHESIA (his arm started tingling/his feel also started tingling) (seriousness 
criterion hospitalization). On 15-Feb-2021, the patient experienced MUSCULAR WEAKNESS (he had 
a lot more weakness in arms and legs) (seriousness criterion hospitalization). On 16-Feb-2021, the 
patient experienced GUILLAIN-BARRE SYNDROME (Guillen Barre Syndrome) (seriousness criterion 
hospitalization). On an unknown date, the patient experienced FACIAL PARALYSIS (bilateral facial 
bell's palsy) (seriousness criterion hospitalization). The patient was hospitalized from 12-Feb-2021 
to 23-Feb-2021 due to FACIAL PARALYSIS and GUILLAIN-BARRE SYNDROME. At the time of the 
report, LETHARGY (a bit sluggish), PAIN IN EXTREMITY (arm ached), GUILLAIN-BARRE SYNDROME 
(Guillen Barre Syndrome), FACIAL PARALYSIS (bilateral facial bell's palsy), PAIN IN EXTREMITY 
(sore arm) and HEADACHE (headache) had resolved and PARAESTHESIA (his arm started 
tingling/his feel also started tingling), MUSCULAR WEAKNESS (he had a lot more weakness in arms 


and legs) and HEADACHE (strong headache) had not resolved. Not Provided Treatment include 
IVIG treatment and Steroids. Company Comment: Very limited information regarding these events 
has been provided at this time. Further information has been requested. This case was linked to 
MOD-2021-056405 (Patient Link). Reporter did not allow further contact; Sender's Comments: 
Very limited information regarding these events has been provided at this time. Further 


information has been requested. 


B i 
Bell's palsy; This spontaneous case was reported by a consumer and describes the occurrence of 
FACIAL PARALYSIS (Bell's palsy) in a 52-year-old male patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) for COVID-19 vaccination. The patient's past medical history included No 
adverse event (No reported medical history). On 04-Mar-2021, the patient received first dose of 
COVID19 mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 30-Mar-2021, the 
BELL'S PALSY | VACCINE | 1220869-1 patient experienced FACIAL PARALYSIS (Bell's palsy) (seriousness criterion medically significant). 
(COVID19) ~ ~ | At the time of the report, FACIAL PARALYSIS (Bell's palsy) was resolving. The action taken with 
MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. Concomitant product use 
was not provided by the reporter. Treatment for the event included Prednisone 50 mg/day and 
Advair 550 breathing treatment.; Sender's Comments: Based on the current available information 
B i 


and temporal association between the use of the product and the start date of the event a causal 
relationship cannot be excluded. 


bell's palsy (paralyze of the left side of the face); This spontaneous case was reported by a patient 
(subsequently medically confirmed) and describes the occurrence of FACIAL PARALYSIS (bell's 
palsy (paralyze of the left side of the face)) in a 75-year-old male patient who received mRNA- 
1273 (Moderna COVID-19 Vaccine) (batch nos. 013L20A and 010M20A) for COVID-19 vaccination. 
The patient's past medical history included No adverse event (No reported medical history). On 15- 
Jan-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) 

COVID19 (Intramuscular) 1 dosage form. On 12-Feb-2021, received second dose of MRNA-1273 (Moderna 

ELL'S PALSY | VACCINE | 1220887-1 | COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 31-Mar-2021, the 

(COVID19) patient experienced FACIAL PARALYSIS (bell's palsy (paralyze of the left side of the face)) 
(seriousness criterion medically significant). At the time of the report, FACIAL PARALYSIS (bell's 
palsy (paralyze of the left side of the face)) had not resolved. No relevant concomitant medications 
were reported. The patient was treated with Valtrex (valaciclovir) and prednisone. Action taken 


with mMRNA-1273 in response to events was not applicable.; Sender's Comments: Based on the 
current available information and temporal association between the use of the product and the 
onset date of the reported event of facial paralysis, a causal relationship cannot be excluded. 


Loss of sensibility in the left side of the face; This spontaneous case was reported by a consumer 
and describes the occurrence of FACIAL PARALYSIS (Loss of sensibility in the left side of the face) 
in a female patient of an unknown age who received MRNA-1273 (Moderna COVID-19 Vaccine) for 
COVID-19 vaccination. The patient's past medical history included No adverse event (No relevant 
medical history provided). On 19-Mar-2021, the patient received first dose of MRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 19-Mar-2021, the patient 
experienced FACIAL PARALYSIS (Loss of sensibility in the left side of the face) (seriousness 
COVID19 criterion medically significant). On 19-Mar-2021, FACIAL PARALYSIS (Loss of sensibility in the left 
BELL'S PALSY | VACCINE | 1220898-1 side of the face) had resolved. The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) 
(COVID19) ~~ | (Intramuscular) was unknown. No relevant concomitant medications were reported. Treatment 
information was not provided. This case concerns an adult female with a serious unexpected event 
of facial paralysis. Event onset 15 minutes after the first dose of mRNA-1273. Event resolved. 
Based on current available information and temporal association between the use of the product 
and the start date of the event, a causal relationship cannot be excluded.; Sender's Comments: 
This case concerns an adult female with a serious unexpected event of facial paralysis. Event onset 


15 minutes after the first dose of MRNA-1273. Event resolved. Based on current available 
information and temporal association between the use of the product and the start date of the 
event, a causal relationship cannot be excluded. 


bruised the right side of his face/walking into door leading to bruise on face; Bell's Palsy; sinus 
infection; This spontaneous case was reported by a consumer (subsequently medically confirmed) 
and describes the occurrence of FACIAL PARALYSIS (Bell's Palsy) in a male patient of an unknown 
age who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The 
occurrence of additional non-serious events is detailed below. The patient's past medical history 
included Sclerosis of liver and Stent placement. On 10-Feb-2021, the patient received first dose of 
MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 11-Mar-2021, 
received second dose of MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was 
changed to 1 dosage form. On 12-Mar-2021, after starting MRNA-1273 (Moderna COVID-19 
Vaccine), the patient experienced SINUSITIS (sinus infection). On 05-Apr-2021, the patient 
experienced FACIAL PARALYSIS (Bell's Palsy) (seriousness criterion medically significant). On 07- 
Apr-2021, the patient experienced CONTUSION (bruised the right side of his face). On 07-Apr- 
2021, PAIN (pain is almost 100% gone) had resolved. At the time of the report, FACIAL PARALYSIS 
(Bell's Palsy), SINUSITIS (sinus infection) and CONTUSION (bruised the right side of his face) had 
resolved.; Sender's Comments: This case is regarding a Male patient of unknown age who 
experienced the events Facial paralysis, pain, sinusitis, and contusion. The events of sinusitis and 
contusion were assessed as unlikely related to study drug as the contusion occurred due to patient 
walking into a door. The sinusitis can be due to an infection causing inflammation of sinus. Based 


Symptoms oee VAERS 1D Adverse Event Description 
ype 
on the current available information and temporal association between the use of the product and 


COVID19 
BELL'S PALSY |VACCINE 

(COVID19) 
the start date of the event, Facial paralysis, a causal relationship cannot be excluded. 
"Bell's Palsy; Enlargement of lymph node; No appetite; High fever; This spontaneous case was 
reported by a physician (subsequently medically confirmed) and describes the occurrence of 
FACIAL PARALYSIS (Bell's Palsy) in a 78-year-old female patient who received mRNA-1273 
(Moderna COVID-19 Vaccine) (batch no. OO6M20A) for COVID-19 vaccination. The occurrence of 
additional non-serious events is detailed below. Concurrent medical conditions included Cholesterol 
(Tressor for cholesterol), Stress (Takes ""stress pills"") and Drug allergy (azithromycin 
(Zithromax)). On 21-Jan-2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) 1 dosage form. On 19-Feb-2021, received second dose of MRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 19-Feb- 
2021, the patient experienced LYMPHADENOPATHY (Enlargement of lymph node), DECREASED 
APPETITE (No appetite) and PYREXIA (High fever). On 10-Apr-2021, the patient experienced 

COVID19 FACIAL PARALYSIS (Bell's Palsy) (seriousness criterion medically significant). On 05-Mar-2021, 

BELL'S PALSY | VACCINE LYMPHADENOPATHY (Enlargement of lymph node), DECREASED APPETITE (No appetite) and 

(COVID19) PYREXIA (High fever) had resolved. At the time of the report, FACIAL PARALYSIS (Bell's Palsy) 
outcome was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the 
reporter did not provide any causality assessments. On 10-Apr-2021, she experienced right-sided 
facial paralysis and was unable to keep her eyes closed. Her doctor subsequently diagnosed Bell's 
Palsy. The patient inquired if there were patients who have experienced the same thing. Action 
taken with mRNA in respect to the events was not applicable. Concomitant medications included 
stress pills and tressor for cholesterol. Treatment included prednisone, unspecified antiviral 
medication and eye drops for the right eye. Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal 


relationship cannot be excluded.; Sender's Comments: Based on the current available information 
and temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded." 


distress or difficulty breathing. Treatment included two unknown oral antibiotics and oral steroids.; 
Sender's Comments: Based on the current available information and temporal association between 
the use of the product and the start date of the events, a causal relationship cannot be excluded." 


Tongue and left part of face become stiff and droopy. Called 911 and was treated for possible 
allergic reaction or stroke. Treated with steroids for bells palsy. Taken for CT scan to eliminate a 
stroke. Outcome was the diagnosis of Bells palsy and to treat with medications. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
On March 21, 2021 at around 5:30 I had fever, headache, nausea, fatigue, dizziness. The next day, 
March 22, I had heart palpitations, dizziness and still fever. On March 24, 2021 at approximately 
8:00 pm, my right leg became heavy and felt numb. On March 25 I woke up to my mouth locked 
with Bell's Palsy like drooping on the right side of my face. My mouth remained unable to open 
COVID19 fully for the next day and the numbness and pain in my leg increased. On March 26 I went to the 
BELL'S PALSY | VACCINE ER because I was afraid I was having a stroke. They gave me tests and said I did not have a 


stroke. They gave me steroids and they helped with my jaw but the pain in my leg increased. The 
pain in leg continued with more pain in my knee. I followed up with my family doctor and they sent 
me to have an ultrasound of my leg to check for a blood clot on April 9th No blood clot was found. 
Pain continued and increased so the doctor sent me for an MRI on April 14. MRI showed moderate 
effusions to the knee joint and I have an appointment with a orthopedic doctor on Tuesday April 
20th. I continue to have stabbing pain in my knee and swelling and discomfort. 


(COVID19) 


"face felt droopy/diagnosed with Bell's Palsy; felt like her face was swollen; face became physically 
swollen and numb; left side of her face and the left ""part of her tongue"" became swollen; This 
spontaneous case was reported by a consumer and describes the occurrence of FACIAL PARALYSIS 
(face felt droopy/diagnosed with Bell's Palsy) in a 39-year-old female patient who received mRNA- 
1273 (Moderna COVID-19 Vaccine) (batch no. 031B21A) for COVID-19 vaccination. The occurrence 
of additional non-serious events is detailed below. The patient's past medical history included No 
adverse event (no medical history reported). On 12-Apr-2021, the patient received first dose of 
MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 12-Apr-2021, the 
patient experienced FACIAL PARALYSIS (face felt droopy/diagnosed with Bell's Palsy) (seriousness 
COVID19 criterion medically significant), SWELLING FACE (felt like her face was swollen), HYPOAESTHESIA 
BELL'S PALSY | VACCINE | 1221172-1 | (face became physically swollen and numb) and SWOLLEN TONGUE (left side of her face and the 
(COVID19) left ""part of her tongue"" became swollen). At the time of the report, FACIAL PARALYSIS (face felt 
droopy/diagnosed with Bell's Palsy), SWELLING FACE (felt like her face was swollen), 
HYPOAESTHESIA (face became physically swollen and numb) and SWOLLEN TONGUE (left side of 
her face and the left ""part of her tongue"" became swollen) outcome was unknown. DIAGNOSTIC 
RESULTS (normal ranges are provided in parenthesis if available): On 12-Apr-2021, Computerised 
tomogram: negative negative for evidence of stroke. The action taken with MRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) was unknown. Patient reports she was negative for respiratory 


COVID19 Hate . 
BELL'S PALSY | VACCINE rie eas left half of face 4/13/21 Preceded by tingling tongue and metallic taste/affected taste 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE 

(COVID19) 


Bells Palsy started within week after ist covid vaccine. This has required medical treatment 


Symptoms ae VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE Bells Palsy, onset 4 days after vaccine 
(COVID19) 
CoOVID19 Diagnosed with Bell's Palsy. Drooping right side of face, unable to close right eye. Lasted 
BELL'S PALSY |VACCINE 1222234-1 approximately 3+-weeks " g ' 
(COVID19) PP y 
COVID19 
BELL'S PALSY |VACCINE Diagnosed with Bell'sPalsy. Drooping on right side of face 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 1223243-1 Bell's Palsy (Left Side) 
(COVID19) 
COVID19 Initially I reported Bell's Palsy, about 2-3 days after getting the vaccine. About 2 weeks later I had 
BELL'S PALSY |VACCINE 1223274-1 . i A : i : " 
(COVID19) === | severe pain which was later diagnosed as Trigeminal Neuralgia, 


Facial numbness on left side of face including forehead, cheek, jaw, ear, lips, and tongue. I had a 
slight droop on the | eft side of my face, mostly noticeable around the corner of my mouth. I also 
experienced itchiness around the injection site. The symptoms started with numbness in the tip of 
COVID19 my tongue about 20 minutes after receiving the vaccine and slowly spread to the rest of my face. 
BELL'S PALSY | VACCINE Approximately 5 hours after receiving the vaccine the entire left side of my face was numb. I called 
(COVID19) a nurse hotline to find out if I should seek medical care that night or wait until morning. They 
urged me to go to the ER. I went to the ER, underwent a plethora of tests, received positive results 
on all of them, and was sent home with instructions to return if my condition worsened. The 


doctors said I had Bell?s Palsy but had little insight as to why it had occurred. a nurse hotline 


COVID19 Development of Bells Palsy. At approximately 11 pm on 4/14/2021 noticed limited lip movement 
i E left side. By next morning, left side of face paralyzed. Evaluated at ER approximately 8:30 am on 
BELEA PALAY eCoubis) 1223333-1 4/15/2021 who diagnosed episode of Bells Palsy. Advised to follow up with Primary first of next 


week and also follow up with Nuerologist in approximately 3 weeks. 


COVID19 Patient began having weakness on one side of his face- His wife took him to the ER and they found 
BELL'S PALSY | VACCINE | 1223553-1 that he had Bell's Palsy. He was started on prednisone 60 mg daily for 5 days and valacyclovir 1 
(COVID19) ~~ | gm three times daily for 7 days. He was just started on this treatment today (4-17-21) but his 


symptoms started yesterday (4-16-21). 


COVID19 tingling in hands and feet, headache, tired, bilateral bells palsy. Pain in arms and legs and 
BELL'S PALSY | VACCINE weakness with extreme fatigue. Went to the ER, twice and was admitted. . Diagnosed with guillain- 
(COVID19) barrT syndrome. Still sick. 
COvib19 Bells Palsy left side of the face and at the same time the right side of my face went numb (like I 
BELL'S PALSY | VACCINE 1223674-1 : 3 
(COVID19) had novacaine at dentist) 


Bells Palsy; This is a spontaneous report from a contactable consumer. This consumer reported 
same event for three patients. This is the second of three reports. A patient of unspecified age and 
gender received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of 
administration on an unspecified date as a single dose for Covid-19 immunization. The patient's 
medical history and concomitant medications were not reported. The patient experienced Bell's 
palsy on an unspecified date. The outcome of event was unknown. No follow-up attempts are 
possible; information about lot/batch number cannot be obtained.; Sender's Comments: Linked 
Report(s) : US-PFIZER INC-2021345756 same reporter, product, and event; different patient.;US- 
PFIZER INC-2021345758 same reporter, product, and event; different patient. 


COVID19 
BELL'S PALSY | VACCINE 
= _ = 
Bell's Palsy; This is a spontaneous report from a contactable consumer. This consumer reported 
same event for three patients. This is the third of three reports. A patient of unspecified age and 
gender received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of 
COVID19 administration on an unspecified date as a single dose for covid-19 immunization. The patient's 
BELL'S PALSY | VACCINE medical history and concomitant medications were not reported. The patient experienced bell's 
(COVID19) palsy on an unspecified date with outcome of unknown. No follow-up attempts are possible; 


information about lot/batch number cannot be obtained.; Sender's Comments: Linked Report(s) : 
US-PFIZER INC-2021345756 same reporter, product, and event; different patient.; US-PFIZER INC- 
2021345757 same reporter, product, and event; different patient. 


Bell?s palsy- prednisone and anti-viral drugs 


Bells Palsy; Numbness on the left side of the face; Left side of face hot, red, and a mild burning 
sensation; Left side of face hot, red, and a mild burning sensation; Left side of face hot, red, anda 
mild burning sensation; BP 183/90; This is a spontaneous report from two contactable consumers 
(one is the patient). A 66-year-old female patient (no pregnant) received the first dose of 
BNT162b2 (PFIZER-BIONTECH COVID-19 VACCINE; lot number: EN6206), in left arm on 
09Mar2021 at 13:00 (at the age of 66-years-old) at single dose for COVID-19 immunization. 
Medical history included known allergies at lemon, lime, green peppers, mushrooms, walnuts, 
sleep apnea, asthma, obesity, anxiety/antidepressants for 35 years from 1986. Concomitant 
1224267-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


medications included fluticasone furoate, vilanterol trifenatate (BREO ELLIPTA), tiotropium bromide 
(SPIRIVA), albuterol (salbutamol), duloxetine hydrochloride (CYMBALTA), colecalciferol (D3), 
ascorbic acid (C), antidepressants. The patient previously took furosemide and theophylline and 
experienced allergies. The patient experienced numbness on the left side of the face, started 25 
minutes after the injection, on O9Mar2021 at 13:30 and resolved fully within 30 hours. ER visit 
immediately. MRI showed nothing. Blood pressure (BP) 183/90. Left side of face hot, red, and a 
mild burning sensation on O9Mar2021 at 13:30. Diagnosis bells palsy probably. Follow up visit to 
the doctor concurred. The events resulted in emergency room/department or urgent care; no 
treatment was received for the events; no Covid prior vaccination; no Covid tested post 
vaccination. No other vaccine in four weeks. The patient had recovered from the events on 
10Mar2021. 


Symptoms ees VAERS 1D Adverse Event Description 


Bells palsy; Metal taste in mouth, mild on first afternoon but stronger tasting on next two days; 
her body started to feel strange/ just felt weird; This is a spontaneous report from a non- 
contactable consumer (patient). A 43-years-old non-pregnant female patient received the first 
dose of BNT162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; Lot Number: UNKNOWN), via 
an unspecified route of administration in left arm, on 12Mar2021 at 02:30pm (at age of 43 years 
old), as a single dose, for COVID-19 immunisation. Medical history included migraine and high 
blood pressure. Prior to vaccination, the patient was not diagnosed with COVID-19. The patient did 
not have any allergies to medications, food, or other products. Concomitant medications included 
COVID19 ondansetron (ZOFRAN) and oxymetazoline hydrochloride (CLARITIN ALLERGIC), Nurtec and allergy 
BELL'S PALSY | VACCINE immunotherapy; all started on an unspecified date and for an unspecified indication. The patient 
(COVID19) did not receive any other vaccines within 4 weeks prior to the BNT162b2 vaccine. On 12Mar2021 
(at 6:00pm), the patient experienced a metal taste in her mouth, mild on first afternoon but 
stronger tasting on next two days. On Day 2, it was reported that her body started to feel strange, 
could not quite describe feeling, further described as it was not really a tired feeling or a painful 
feeling, just felt weird. On 25Mar2021, the patient experienced Bells palsy. Since the vaccination, 
the patient has not been tested for COVID-19. Treatment was not received for the events metal 
taste in her mouth, body started to feel strange/just felt weird. The clinical outcome of the events, 


metal taste in her mouth, body started to feel strange/ just felt weird, was recovered on an 
unspecified date. The clinical outcome of the event Bells palsy was not recovered. No follow-up 
attempts are possible; information about lot/batch number cannot be obtained. 


"breathing out; cheeks, lips, and mouth started quivering/trembling; cheeks, mouth and lips 
started quivering and twitching; swelling sensation on her left side of her face; left cheek area felt 
swollen and tingly; pressure around the eye sockets; Could this be a sign of Bell's Palsy, and is it 
likely that she develop Bell's Palsy?; This is a spontaneous report from a contactable consumer 
(reporting for herself). A 57-years-old female patient received first dose of BNT162B2 (PFIZER- 
BIONTECH COVID-19 MRNA VACCINE, Solution for injection, Lot Number: ER8734, expiry date not 
reported), via an unspecified route of administration, administered in left arm on 30Mar2021 14:00 
at a single dose for covid-19 immunization. Medical history included has back issues, but nothing 
serious probably for about 7 years and patient stated that she had a Pilates injury and after that 
her back has never been the same; and patient stated that she was pretty healthy, adding that she 
was allergic to sulfa, cow's milk, wheat, and almond. Family medical history relevant to events 
reported included mom has osteoporosis, and severe dry eye syndrome. The patient's concomitant 
medications were reported as she doesn't take any regular medicines but she does take regular 
supplements and herbs and stated that she was very lucky. Patient stated that Pfizer COVID-19 
vaccine was the he one she trusted the most and she doesn't want to die from COVID if she gets 
it. Patient received her dose in her left arm, at the time of administration, on 30Mar2021 14:00, 
she was breathing out, then her ""cheeks, lips, and mouth started quivering/trembling and it was 
definitely noticeable"". Patient further stated that while it was being administered her cheeks, 
mouth and lips started quivering and twitching. She also reported that immediately afterward 
COVID19 (30Mar2021), she experienced a swelling sensation on her left side of her face, ""kind of how it 
BELL'S PALSY | VACCINE | 1224387-1 | feels when you have novocaine, but no visible signs of swelling or drooping". Her left cheek area 


(COVID19) felt swollen and tingly. She stated that it felt swollen but it didn't look swollen, like when you go to 
the dentist. She also experienced pressure around the eye sockets. She added that both areas 
under eye sockets felt a little bit weird, tight or something but not like a pain, hard to describe. All 


of these symptoms resolved within a few hours, and 24 hours later she's ""pretty much back to 
normal"". The pressure around eye socket, lasted for a few hours; while trembling and quivering 
only happened when the shot was being administered, and 24 hours later, she was pretty much 
back to normal. Patient asked if this has this been reported before and if she should she get her 
second dose. Patient stated if this could this be a sign of Bell's Palsy, and was it likely that she 
develop Bell's Palsy (30Mar2021). Patient stated that all her family have all received their doses 
and no one had this kind of reaction. She wanted to take the second vaccine, just doesn't want to 
have a stroke or heart attack or anything like that. She stated that all of her events are completely 
gone except she still has a little bit of swollen feeling left in her cheek on a scale of 1-5 with 5 
being the worst, she would say it is a 1, its pretty much gone, the swollen feeling. She stated that 
provider was aware of the events because she called and told her yesterday. Her family got their 
vaccines either moderna or Pfizer and have had no issues, other than typical ones such as forearm, 
a little bit of nausea, or fever but nothing like what the caller has experienced. She was the only 
one in her family that has had this issue. She did not have any kind of rash, no fever nausea or 
headache, and stated it was just like getting her flu shot. The patient did not require emergency 
room and physician office visit. The event swelling sensation on her left side of her face was 
recovering. The outcome of the other events reported was recovered on 31Mar2021." 


Came down with Bell's palsy symptoms 5 days after injection on the Right side of my face.; This is 
a spontaneous report from a contactable consumer reported for himself. A 52-years-old male 
patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 2 via an unspecified 
route of administration, administered in Arm Right on 27Mar2021 (Lot Number: ER8732) as single 
COVID19 dose for covid-19 immunisation. The patient previously took the first dose bnt162b2 on O6Mar2021 
BELL'S PALSY |VACCINE | 1224476-1 | for covid-19 immunization. The patient medical history included allergies to penicillin. The patient's 
(COVID19) concomitant medications were not reported. The patient came down with bell's palsy symptoms 5 
days after injection on the right side of face on 01Apr2021 06:00. Facial paralysis resulted in 
emergency room visit. Therapeutic measures were taken as a result of facial paralysis included 


Steroid and Viral scripts. The outcome of event was unknown. No other vaccine in four weeks; No 
covid prior vaccination; No covid tested post vaccination. 


Bell's palsy; This is a spontaneous report from a contactable consumer (patient). This male patient 

(Age: 61 Unit: Unspecified) received the first dose of bnti62b2 (PFIZER-BIONTECH COVID-19 

VACCINE), via an unspecified route of administration on 01Mar2021 as single dose for covid-19 

immunisation. The medical history and concomitant medications were not reported. On 10Mar2021 
1224499-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


the patient got bell's palsy. The doctors put him on prednisone and an antiviral. They told him it 
was ok to take ibuprofen (ADVIL) which he did and the second vaccine was scheduled for 
26Mar2021. The patient took ibuprofen up until the morning before his second vaccine. He then 
heard can't take ibuprofen because it reduced the efficacy of the vaccine. The outcome of the 
event was unknown. Follow-up attempts are completed. Information on the lot/batch number 
cannot be obtained. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy; eye sight in that eye is getting worse every day; right eyelid was sticking on his eye 
and wouldn't shut; he couldn't move his face on the left side and he can't control it at all; blood 
got really thin and wouldn't clot; left hand got really swollen; entire arm bruised; edema in his 
hand; edema in his hand got to the point where his skin was cracking; blood got really thin and 
wouldn't clot; face went numb; This is a spontaneous report from a contactable consumer 
(patient). A 59-year-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA 
VACCINE; lot number: EN6207, Expiration Date: Jul2021), via an unspecified route of 
administration, administered in Arm Right on 11Mar2021 (at the age of 59 years old) as single 
dose for covid-19 immunisation. Medical history included lupus from 2020 and ongoing, ongoing 
High Blood Pressure, Spinal Surgeries from 1999, Chronic Pain,Retention water, blood clot issue. 
The patient previously had tetanus shot. Concomitant medications included losartan potassium; 
allopurinol; hydroxychloroquine; methocarbamol; morphine sulfate (MS CONTIN); oxycodone; 
furosemide. Caller states he is calling about the Pfizer Covid 19 Vaccine. Seven days later the dose 
of vaccine (18Mar2021), patient developed Bell's Palsy which he has never had before and has 
never had any other problem with. He has seen an ENT, his pain doctor, and his medical doctor and 
they all say the Covid vaccine has caused the problem he is having. He was told by his ENT this is 
very possibly permanent. Emergency Doctors are who he went to because he thought he was 
having a stroke, because half of his face went numb. He has been to the doctor 10 times in the last 
7 days, it has not been fun at all. He didn't put it together until he saw the ENT, who said Bell's 
Palsy is caused from a virus. States he had no idea until he said that, that it could possibly be from 
the injection. States he has never had Bells Palsy before and it started 8 days after the initial shot. 
His right eyelid was sticking on his eye and wouldn't shut and he couldn't move his face on the left 
side and he can't control it at all. Clarifies he couldn't shut his right eye all of the way. Since then 
they have told him he needs to tape his eye shut for 12 hours a day to keep from going blind. The 
COVID19 thing that bothers him is his eye sight in that eye is getting worse every day even though he uses 
ELL 


S PALSY | VACCINE | 1224538-1 the cream and tapes it shut. His wife told him even with both eyes shut, it will not completely shut 

(COVID19) ~ ~ | because his lower eyelid is hanging down too far. The ENT told him he needs a hearing test today 
at 2:00p.m. to see if this is going to be a permanent problem. He is getting ready to go to the ear 
doctor to find out more. At the same time he developed the Bells Palsy, his blood got really thin 
and wouldn't clot which seems really weird. Also on 18MAR2021, his left hand got really swollen 
and the entire arm bruised and they said the edema in his hand got to the point where his skin 
was cracking because his blood got so thin that it couldn't clot at all. He had a blood clot issue in 
the past. States his arm and hand have improved, he can move his hand again finally. The ENT 
said that since he has been on Prednisone, for recovery for Bells Palsy, for over a week and gotten 
worse instead of better, it may be permanent. Prednisone is not working, it has actually gotten 
worse. Prednisone 10mg for 7 days and to decrease by one tablet every day until gone but states 
he has gotten worse. Treatments (assessed as for all events): Prednisone. States that it has been 
two weeks since this happened and the doctor told him the only other option is skull surgery. The 
bones in his head would be drilled out to make room for the nerves in hopes he would be able to 
work his mouth again, so not a good thing. Eye cream. He is on disability and his house payment is 
3/4 of what he makes, so he can't take care of the medical bills himself otherwise he wouldn't 
worry about it. It is very depressing. His medical doctor said he hadn't seen any cases of Bell's 
Palsy for 2 years, and he has seen 4 in the last week so that doesn't give him a lot of confidence 
even though he is still encouraging people to get the vaccine because it is safer than not.He has 
multiple visits to the ER 3 times between 18MAR2021 and 19MAR2021 within 24 hours; states he 
was in the ER for hours and hours but no admission. States they did a CT Scan, MRI, CT with 
contrast and then after that ended up 22 saw ENT who confirmed the fact that Covid Vaccine that 
gave Bells Palsy and on 22-23 saw his GM again. Prior Vaccinations (within 4 weeks): None within 
4 weeks; states 9 months ago he had a Tetanus Shot. No AE(s) following prior vaccinations. The 
outcome of the event Bell's palsy, Visual acuity decreased, Eyelid disorder, Orofacial dyskinesia, 
numbness in face was not recovered; other events was recovering. All events happened on 
18Mar2021. 


B ; 
bell palsy; Got shingles; This is a spontaneous report from a contactable consumer (patient). A 56 
year-old male patient received bnti62b2 (BNT162B2), dose 1 via an unspecified route of 
administration, administered in Arm Left on 15Mar2021 12:00 (Lot Number: En6208), at the age 
of 56-years at vaccination, as SINGLE DOSE for covid-19 immunisation. Medical history was none. 

COVID19 The patient previously took Advil and experienced allergy. Prior to vaccination, the patient was not 

BELL'S PALSY |VACCINE | 1224561-1 | diagnosed with COVID-19. Concomitant medication included vitamins nos and ‘Acid pill’ taken for 

(COVID19) ~~~ | an unspecified indication, start and stop date were not reported. On 2021, the patient experienced 
bell palsy and shingles. The event involved physician office visit. The patient underwent lab tests 
and procedures which included sars-cov-2 test (Nasal Swab): inconclusive on 31Mar2021. The 
outcome of the events was not recovered. Therapeutic measures were taken as a result of the 


events which includes viral pill and strides. Follow-up attempts are completed. No further 
information is expected. 


"right sided facial paralysisBell's Palsy; dizzy; headache; feeling extreme fatigue; couldn't speak; 
This is a spontaneous report from a contactable consumer (patient). The 50-years-old female 
patient (age at vaccination was 50 years old) received bnt162b2 (BNT162B2), dose 1 via an 
unspecified route of administration, administered in Arm Right on 31Mar2021 (Batch/Lot number 
was not reported) as SINGLE DOSE for covid-19 immunisation. Medical history included kidney 
donor. The patient was healthy with no medical issues. Concomitant medication(s) was not 

COVID19 reported. The patient experienced right sided facial paralysisbell's palsy, dizzy, headache, feeling 

BELL'S PALSY | VACCINE | 1224593-1 | extreme fatigue on an unspecified date. Reported as: Within 8 hours of receiving the dose, she 

(COVID19) said ""the room got dizzy"" and she developed a headache and Bell's Palsy. She states she had 
right sided facial paralysis, couldn't speak, and exhibited other stroke like symptoms. Was 
admitted to the hospital, given Plavix, and a headache ""cocktail"" to treat her symptoms. She 
underwent an MRI, CT, and echocardiogram to rule out a stroke. She is still hospitalized and states 
her symptoms started to resolve today, O2Apr2021, at around 8 AM. She also reports feeling 


extreme fatigue after receiving the vaccine. The outcome of the events was unknown. Information 
on the lot/batch number has been requested." 


Symptoms ees VAERS 1D Adverse Event Description 


Left facial Bell's Palsy; BNT162B2 subcutaneous; This is spontaneous case report from a 
contactable physician (patient himself). A 51-year-old male patient received second dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Lot Number: EL1283), 
subcutaneous, at Arm Left on 09Jan2021 (at age of 51 years old) at single dose for COVID-19 
immunisation. Medical history was none. The patient's concomitant medications were not reported. 
The patient previously took first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, 
Solution for injection, Lot Number: EH9899) Subcutaneous at Left Arm on 18Dec2020 18:00 (at 51 
years old) at single dose for COVID-19 immunisation. The patient didn't receive any other vaccines 
within 4 weeks prior to the COVID vaccine. Prior to vaccination, the patient was not diagnosed with 
COVID-19. Since the vaccination, the patient has been tested for COVID-19. Test Name: SARS- 
CoV2 RT PCR. Allergies to medications, food, or other products was None. The patient experienced 
COVID19 Left facial Bell's Palsy on 30Jan2021. The patient underwent lab tests and procedures which 
BELL'S PALSY |VACCINE | 1224598-1 | included Nasal Swab: negative on 31Jan2021. The adverse event Left facial Bell's Palsy result in 
(COVID19) ~~ | Emergency room/department or urgent care. Treatment (Prednisone, Acyclovir) received for the 
adverse event. The outcome of the events was unknown.; Sender's Comments: Based on available 
information, a possible contributory role of BNT162B2 vaccine can not be excluded for the reported 
event of Left facial Bell's Palsydue to temporal relationship and current known drug safety profile. 
The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of 
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for 
adverse events. Any safety concern identified as part of this review, as well as any appropriate 
action in response, will be promptly notified to regulatory authorities, Ethics Committees, and 
Investigators, aS appropriate. The impact of this report on the benefit/risk profile of the Pfizer 


product is evaluated as part of Pfizer procedures for safety evaluation, including the review and 
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, 
as well as any appropriate action in response, will be promptly notified to regulatory authorities, 
Ethics Committees, and Investigators, as appropriate. 


Bells palsy; This is a spontaneous report from a contactable Other Healthcare Professional 
(patient) reported for herself. A 29-year-old female patient received the second dose of bnt162b2 
(PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration on 19Feb2021 
at single dose for covid-19 immunization. Medical history included allergies to sulfa, covid-19, prior 
to vaccination, the patient was diagnosed with COVID-19 (test positive). The patient's concomitant 
medications were none, the patient didn't receive any other medications within 2 weeks of 
vaccination and didn't receive any other vaccines within 4 weeks prior to the COVID vaccine. The 
patient previously received the first dose of bnt162b2 on 25Jan2021 15:30 at 28 years old for 
1224689-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


covid-19 immunization. The patient experienced bells palsy on 13Mar2021. Therapeutic measures 
were taken as a result of bells palsy included steriods. Since the vaccination, the patient had not 
been tested for COVID-19. The outcome of the event was not recovered. Follow-up attempts are 
completed. Information about lot/batch number cannot be obtained.; Sender's Comments: Based 
on the current available information and the plausible drug-event temporal association, a possible 
contributory role of the suspect product BNT162B2 to the development of event Bell's Palsy cannot 
be totally excluded. The impact of this report on the benefit/risk profile of the Pfizer product is 
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 
aggregate data for adverse events. Any safety concern identified as part of this review, as well as 
any appropriate action in response, will be promptly notified to regulatory authorities, Ethics 
Committees, and Investigators, as appropriate. 


Facial paralysis/Bells palsy; This is a spontaneous report from a contactable consumer. A 78-year- 
old female patient received the first dose of BNT162B2 (COMIRNATY) (batch/lot number was not 
reported) via an unspecified route of administration on O2Mar2021 at a single dose for COVID-19 
COVID19 immunisation. Medical history and concomitant medications were not reported. The patient 
BELL'S PALSY |VACCINE | 1224787-1 | experienced facial paralysis/Bells palsy observed at four weeks following the first dose, on an 
(COVID19) unspecified date in 2021 with outcome of unknown. The second dose was planned on 02Apr2021. 
The event facial paralysis/Bells palsy occurred in a country different from that of the reporter. This 
may be a duplicate if another reporter from the country where the event occurred has submitted 
the same information to his/her local agency. 
Right Sided Bell's Palsy; This is a spontaneous report from a contactable Other-HCP reporting for a 
patient. A 54-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), 
dose 1 intramuscular, administered in Arm Right on O5Apr2021 (Batch/Lot number was not 
reported) as single dose for covid-19 immunisation. Medical history included Stargardt's Disease, 
Prediabetes, Low Testosterone, Chronic neck pain, and covid-19. Concomitant medication included 
testosterone (AXIRON). No other vaccine received in four weeks. The patient experienced right 
COVID19 sided bell's palsy on 07Apr2021 06:00. The event resulted in Doctor or other healthcare 
BELL'S PALSY | VACCINE | 1224842-1 professional office/clinic visit. Therapeutic measures were taken as a result of right sided bell's 
(COVID19) S palsy included Prednisone. Outcome of the event was not recovered. No Covid tested post 
vaccination. Information on the lot/batch number has been requested.; Sender's Comments: A 
causal association between BNT162B2 and the reported Bell's palsy cannot be excluded based on a 
temporal relation. The impact of this report on the benefit/risk profile of the Pfizer product is 
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 
aggregate data for adverse events. Any safety concern identified as part of this review, as well as 
any appropriate action in response, will be promptly notified to RAs, Ethics Committees, and 
Investigators, as appropriate. 


Bells Palsy; This is a spontaneous report from Pfizer - General Company Information received from 
contactable consumer reporting for himself (patient). A male patient (Age: 49; Unit: Unknown) 
COVID19 received bnt162b2 (Lot number and expiry date were not reported), via an unspecified route of 
BELL'S PALSY | VACCINE administration on an unspecified date as single dose for COVID-19 immunization. Medical history 
(COVID19) included DVT (deep vein thrombosis). Concomitant medication included ongoing rivaroxaban 
(XARELTO) taken for DVT. The patient developed Bell's Palsy after receiving vaccination shot on an 
unspecified date. The outcome of the event was unknown. Information about lot/batch number has 


been requested. 


Symptoms ae VAERS 1D Adverse Event Description 


"Bell's palsy; fever; Diarrhea; This is a spontaneous report from a contactable consumer (patient). 
A patient of unspecified age and gender received bnt162b2 (BNT162B2 reported as Covid Vaccine), 
via an unspecified route of administration on an unspecified date (Batch/Lot number was not 
reported) as a single dose for covid-19 immunisation. The patient's medical history and 

COVID19 concomitant medications were not reported. The reporter stated that ""after I got the Covid 

BELL'S PALSY |VACCINE | 1224856-1 | vaccine after two day I mean after the same day like I got it I came home and I had fever for two 

(COVID19) days actually and then I have the next day diarrhea, two days and then again I experienced some 
fever after I experienced some Bell's palsy so my question is if I am going to take the Covid 
vaccine again should I take it or if I would not take it do I have the protection? So, I have this 


concern because I experienced Bell's palsy."" The outcome of the events was unknown. 
Information on the lot/batch number has been requested." 


f oe 10 days after the shot I woke up with Bells palsy on my right side. Right side was getting better 
BELLS PALSY VACCINE and yesterday (4/17)I woke with it on my left side. T 
(COVID19) y y woke with it o y left side. Too 
COVID19 
BELL'S PALSY |VACCINE 1225707-1 | Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1225806-1 | Bell's Palsy - face drooped, couldn't keep eye open, left nostril ran only 
(COVID19) 


Patient received her Pfizer Covid-19 shot on Wednesday April 14th at 5:30 pm. She stayed at the 
COVID19 pharmacy area for 15 minutes with no symptoms and went home. Three days later on Saturday 
BELL'S PALSY | VACCINE | 1225884-1 | April 17th, she woke up and not being able to feel her right side of her face. She went to 
(COVID19) Emergency room and doctor told her that she has bell's palsy due to covid-19 shot. She was 


prescribed Prednisone 20mg and Valtrex ig. 


COVID19 
BELL'S PALSY | VACCINE | 1225888-1 | Diagnosed with Bell's palsy on April 14, 2021 
(COVID19) 
COVID19 Pain in left side of neck 04/09/20121. Signs of Bell's Palsy 4/13/2021/ Seen at Local ER 
BELL'S PALSY | VACCINE 4/14/2021. CT scan of head done. Stroke ruled out. Diagnosed with Bell's Palsy. Left side of face 
(COVID19) droopy. Eyelid not closing completely. Difficulty eating. 
COVID19 Headache all day at the base of my skull, burning pain across my scalp, right ear and jaw. The 
BELL'S PALSY |VACCINE | 1226009-1 | following morning I awoke to find that I had right facial droop later diagnosed at the Emergency 
(COVID19) room as Bell's Palsy. 


COVID19 patient developed Bell's palsy, left sided facial nerve palsy 2 days after getting first Pfizer vaccine. 
BELL'S PALSY | VACCINE he is being treated with oral prednisone/Valtrex for bell's palsy now. no fevers or bodyaches. mild 
(COVID19) 


left deltoid soreness after injection. 


positive in the left eye. Reduced facial movements on the left side. Provisional diagnosis is Bell 
Palsy. Patient was prescribed prednisone taper and referred to neurology and PCP. 


Bell's Palsy; This spontaneous case was reported by a consumer (subsequently medically 
confirmed) and describes the occurrence of FACIAL PARALYSIS (Bell's Palsy) in a female patient of 
an unknown age who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 
vaccination. The patient's past medical history included No adverse event (No medical history 
provided). On 30-Mar-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 
COVID19 Vaccine) (Intramuscular) 1 dosage form. On 03-Apr-2021 at 2:00 PM, the patient experienced 
BELL'S PALSY | VACCINE | 1227141-1 FACIAL PARALYSIS (Bell's Palsy) (seriousness criterion medically significant). At the time of the 
(COVID19) ->~ | report, FACIAL PARALYSIS (Bell's Palsy) outcome was unknown. The action taken with MRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown. Concomitant medications and 
treatment information was not reported. Based on the current available information and temporal 
association between the use of the product and the onset date of the reported event of facial 


Patient reports facial drooping with onset approximately 36 hours after vaccination with the first 

COVID19 dosage of the Moderna COVID-19 vaccine. Reports difficulty closing the left eye and drooping of 

BELL'S PALSY | VACCINE the left corner of the mouth. Denies left eye pain and dryness. Denies hyperacusis. Denies fever. 
(COVID19) Physical examination shows left-sided flattening of the nasolabial fold and forehead. Bell's sign 


paralysis, a causal relationship cannot be excluded.; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the onset date 
of the reported event of facial paralysis, a causal relationship cannot be excluded. 


Developed Bells Palsy; This is a spontaneous report received a contactable consumer, the patient. 
A 58-year-old adult male received the first dose of BNT162b2 (solution for injection; Lot provided 
as unknown and expiry information not reported) as a single dose via unspecified route in the left 
arm on 25Mar2021 at 13:00 (at 58-years-old), for COVID-19 immunisation. Relevant medical 

COVID19 history allergies to [unspecified] medications, food and/or other products. Concomitant 

BELL'S PALSY |VACCINE | 1227151-1 | medications included tetanus vaccine (lot unknown) dose 1 in right arm on 12Mar2021. The patient 

(COVID19) denied any COVID diagnosis prior to the vaccine. The patient reported that on 27Mar2021 at 12:00 
he developed Bell's palsy; which was classified non-serious by the reporter. The patient has not 
been tested for COVID since the vaccine. Treatment for the event included prednisone regimen. 


The outcome of the event Bell's palsy was recovering. Information on the lot/batch number has 
been requested. 


Bells Palsy right side of face; This is a spontaneous report from a contactable consumer (patient). 
This 60-year-old female patient (patient was not pregnant at the time of vaccination) received the 
first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Lot number 
En6208), via an unknown route on 15Mar2021 at 12:00 pm (at the age of 60-years-old) at single 
COVID19 dose on the left arm for COVID-19 immunization. Medical history was none. The patient did not 
BELL'S PALSY | VACCINE | 1227152-1 have allergies to medications, food, or other products. Relevant concomitant medications patient 
(COVID19) ~~ ~ | received within 2 weeks of vaccination included pantoprazole 40mg. On 15Mar2021 at 12:00, the 
patient had Bells Palsy right side of face. The patient did not receive any other vaccines within 4 
weeks prior to the COVID vaccine. Prior to vaccination, the patient was not diagnosed with COVID- 
19. Since the vaccination, the patient has not been tested for COVID-19. No treatment received for 


the event. Outcome of the event Bells Palsy right side of face was recovered in 2021. Follow up 
attempts are needed. Information on the lot/batch number has been requested. 


Symptoms eee [symptoms [vaccine |yaersro| adverse Event Description = Adverse Event Description 


On Saturday, 27Mar, it was Bell's Palsy paralysis of the right side of my face.; By Tuesday, 23Mar, I 
had an earache and sore throat.; This is a spontaneous report received from a contactable 
consumer (patient, self-reported). A 67-year-old female patient (who was not pregnant at the time 
of vaccination), received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, 
Solution for injection, lot number: EN6204 and expiry date was not provided), via an intramuscular 
route of administration, in left arm on 20Mar2021, at 14:30 as single dose for COVID-19 
immunisation. Patient's medical history included breast cancer in 2009, gall bladder disorder in 
1227153-1 


2020, tonsillectomy in 1965, hysterectomy in 1986 and patient had known allergies to Latex, nail 
polish remover and sensitivity to fragrances. Concomitant medications were not reported. 
Historical vaccine included first dose of BNT162B2 (lot number: EN6198, and expiry date was not 
provided), via an intramuscular route of administration in left arm on 27Feb2021, at 12:30 PM as 
single dose for COVID-19 immunisation. No other vaccination received in past four weeks and no 
other medications in past two weeks of vaccination. Patient stated that by Tuesday, 23Mar2021 at 
05:00, she had an earache and sore throat. On Saturday, 27Mar2021, it was Bell's Palsy paralysis 
of the right side of her face. As a result, the patient had to visit Emergency room/department or 
urgent care and physician office visit. The patient has been tested for COVID, post vaccination, on 
27March 2021, which resulted as negative. The patient was treated for the adverse events with 
Prednisone and antiviral medicine. Outcome of the events was not recovered. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Bell's palsy; Foggy brain; Loss of feeling in lips and tongue; This is a spontaneous report from a 
contactable consumer (patient, self-reported). A 56-year-old male patient received second dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; Solution for injection, lot number and 
expiry dates were not provided) via an unspecified route of administration, in Arm Left, on 
30Mar2021 at 17:30 (age at vaccination was 56 years), as a single dose for COVID-19 
immunisation. Patient's medical history included diabetes and cancer survivor. The concomitant 

COVID19 medications were not reported. Historical vaccine included first dose of BNT162B2 (lot number and 

BELL'S PALSY | VACCINE | 1227154-1 | expiry dates were not provided) via an unspecified route of administration, in Arm Left, on 

(COVID19) 09Mar2021 at 03:00 PM (age at vaccination was 56 years), as a single dose for Covid-19 
immunisation. On 31Mar2021 at 09:00, the patient experienced bell's palsy, foggy brain and loss 
of feeling in lips and tongue. Patient did not receive other vaccines within 4 weeks or prior 
vaccination. Patient's treatment medications included unspecified steroid for the adverse events. 
The patient was hospitalized for the events on an unknown date in 2021 (for two and half days). 
Seriousness of the events was reported as hospitalization. Outcome of events was not recovered. 
Information on the lot/batch number has been requested. 


BELL'S PALSY | VACCINE 
(COVID19) 


throat for 5 days. pt denies any other symptoms at this time. pt appears to have bells palsy. Dr. 
was contacted and she ruled out a stroke. Symptoms started 1 week after the completion of 
vaccine. 


"Bell's Palsy/facial paralysis; Bell's Palsy/facial paralysis; This is a spontaneous report received 
from a consumer (patient's husband). A 78-year-old female patient received BNT162B2 (Pfizer- 
BioNTech COVID-19 mRNA vaccine), dose 1 via an unspecified route of administration, at age 78 
years, administered in right bicep on 16Mar2021 09:00 (Batch/Lot number was not reported) as 
single dose for COVID-19 immunization. Patient's medical history includes bells palsy from 1997, 
lower right lobe of her lung removed in 2016, and removed for carcinoid tumor on an unspecified 
date. Patient did not have prior vaccinations in 4 weeks. Concomitant medications were none. 
There were no other vaccines administered on the same date as the suspect. Patient previously too 
quite a few medications but she hasn't been taking for years or that would affect it. It was 
reported that patient and the reporter received first dose on 16Mar2021 at 09:00 AM in the right 
bicep as recommended by the pulmonologist and oncologist. It was reported that on 29Mar2021, 
1227870-1 


Pt is GCS 15 and A&Ox4. Skin is P/W/D to pt ethnicity. Neuro intact and PERRLA. Respirations are 
COVID19 regular/equal and non-labored. pt states he's had left sided facial droop for 2 days and a sore 
1227193-1 


also reported as ""13 days later from vaccination"", facial paralysis started around noon. At the 
time of report, patient was experiencing Bell's Palsy from 29Mar2021 and asking for 
recommendation for second dose. Patient was also officially diagnosed with Bell's Palsy when she 
went to the ER on 31Mar2021. Patient has seen the doctor and been to the ER and the doctor 
refused to comment saying he had no opinion, they had asked him if she should do the second 
dose and he said he had no opinion. Reporter relayed that on the website there is no specific 
notable balance in the numerical groups to suggest a causal relationship to the vaccine. Reporter 
was asking if the second dose was prohibited, stating patient was scheduled for O6Apr2021 which 
is 21 days after her first dose. Patient's husband spoke from the FDA's briefing document that 
"Bell's palsy was reported by four vaccine participants and none in the placebo group. These cases 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


occurred at 3, 9, 37, and 48 days after vaccination,"" and mentioned that there have been 4 
reports of Bell's Palsy during the study and 1 of those was after the first dose and 3 were after the 
second dose. They wanted to know if it is allowed should she get it or could it be rescheduled to a 
later date. For tests, no testing was done they just did a visual exam on an unspecified date. 
Vaccine was not administered at Facility. The outcome was unknown. Information about lot/batch 
number is requested." 


Symptoms ees VAERS 1D Adverse Event Description 


Weakness of Right Eye; Numbness in right eye; Feels tugging in the back of her head and 
symptoms around right eye; Weakness in arms and legs; Feels tugging in the back of her head and 
symptoms around right eye; Neuropathic Symptoms on Right Side of Face; Numbness on Right 
Side of Mouth; she started experiencing weakness in the right eye and on the right side of the 
face, which is the same side as her Bell's Palsy, and the corner of mouth started to have 
numbness; This is a spontaneous report from a contactable consumer (patient). A 41-year-old 
female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE,Batch/Lot 
number was not reported) via an unspecified route of administration on 29Mar2021 (at the age of 
41-year-old) as single dose for covid-19 immunization. Medical history included facial paralysis 
from 1998 to an unknown date, Bells palsy at age 18 , ongoing temporomandibular joint syndrome 
, asthma exercise, depression, pain, hypoaesthesia, Numbness in face in the past (June 2020 tele- 
COVID19 visit with neurologist), fatigue, headache, anxiety. Concomitant medications included gabapentin 
BELL'S PALSY |VACCINE | 1227950-1 | (GABAPENTIN) taken for neurological symptom, hydroxyzine (HYDROXYZINE) taken for anxiety. 
(COVID19) The patient experienced she started experiencing weakness in the right eye and on the right side 
of the face, which is the same side as her bell's palsy, and the corner of mouth started to have 
numbness on 01Mar2021 with, neuropathic symptoms on right side of face on 01Apr2021 with, 
numbness on right side of mouth on 01Apr2021, weakness of right eye numbness in right eye, 
feels tugging in the back of her head and symptoms around right eye, weakness in arms and legs, 
feels tugging in the back of her head and symptoms around right eye. Caller states basically she 
had Bell's Palsy years ago and was left with cranial nerve damage. She stated she noticed after the 
first Pfizer vaccine, that in that area of the face that she had Bell's Palsy, she started having 
neuropathic symptoms. and stated that it started thursday. States it has been there for a couple of 


days and she still has a little bit of neuropathic symptoms but not as great as when the onset 
began. The outcome of the events was recovering. Information about batch/lot number has been 
requested. 


treatment). 


COVID19 On 19 April 2021 patient developed left-sided facial weakness in the afternoon, seen in the ER that 
BELL'S PALSY | VACCINE evening and diagnosed with left-sided Bell's palsy. No associated loss of hearing or taste. No other 
(COVID19) symptoms of weakness or diplopia. Does have a history of multiple sclerosis (on disease modifying 
COVID19 Patient went to the emergency department on 04/15/2021 due to symptoms of possible stroke. 
BELL'S PALSY | VACCINE | 1228398-1 She was dx with Bell's Palsy. She went back to the emergency department on 04/17/2021 due to 
(COVID19) ~ | worsening symptoms. She notified our office on 04/19/2021 of adverse reaction. We asked her to 


contact her primary care physician for treatment. 
COVID19 F : : . 
BELL'S PALSY |VACCINE | 1228461-1 Left side face and eye paralysis. Diagnosed on Apr 15, 2021 with Bells Palsey at Emergency Room. 
(COVID19) “== | I cannot work due to this and now may have permanent damage due to this vaccination. 
COVID19 
BELL'S PALSY | VACCINE 1228774-1 Bells palsy to left side of face 
(COVID19) 


I was diagnosed with Bell's palsy on 04/13/2021 at a Urgent Care, and all my bloodwork came 
COVID19 back negative. I am currently taking Valtrex (1GM tab 3xs/day) and Prednison (1 50mg/day), plus 
BELL'S PALSY |VACCINE | 1228929-1 | eye drops. I woke that morning having trouble drinking and eating and when I looked at my face, 
(COVID19) could see that something was wrong. My face (left) has not gone back to normal and my left eye is 


watery and seems sensitive to light. 
COVID19 46 year old female presented with focal neurologic symptoms, including right sided facial droop. 
BELL'S PALSY | VACCINE She underwent imaging of the head (given concern for CVA) and neck (because of complaints 
(COVID19) consistent with radiculopathy). Ultimately she was diagnosed with Bell's Palsy. 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1229176-1 | Bell Palsy started a couple weeks after my first Phizer vaccination 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE left-sided facial numbness and left-sided mastoid pain - diagnosed with Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1229896-1 | Bells Palsy, other nerve problems, body aches, body pain 
(COVID19) 
COVID19 Patient started feeling unwell on 03/22/2021 and went to the E.R. Patient was diagnosed with Bells 
BELL'S PALSY |VACCINE ae 
(COVID19) Palsy. 


I developed Bell's Palsy (droop of mouth and unable to close right eye) three weeks after COVID 

COVID19 vaccine shot #1. I went to the emergency room and was diagnosed and given a prescription for 

BELL'S PALSY | VACCINE | 1230376-1 | Prednisone. My doctor was out of town and the doctor on call added 3000 units of Valtrex. I was 
(COVID19) referred to another Dr., who indicated that this may be a result of the vaccine. She conferred the 


treatment given. 


COVID19 
BELL'S PALSY | VACCINE 1230476-1 Bell's Palsy on Right side of face 

(COVID19) 

COVID19 Numbness on right side of face , numb tongue, water build up in ears, right nostril closed up right 
BELL'S PALSY |VACCINE 1231076-1 . . r 5 A . à 5 J : : p 

(COVID19) ————— | side of face sags and eye will not close can?t blink. Diagnosis Bell?s palsy nad viral infection 

COVID19 Achy left ear, paralyzed left side of face, left side of mouth paralyzed, left eye would not close or 
BELL'S PALSY | VACCINE 

(COVID19) 


jana blink. This started the day after the vaccine injection. The facial paralysis lasted 5 weeks. The leg 
COVID19 : . A . . . 
BELL'S PALSY | VACCINE Diagnosed with Bell's Palsy. Symptoms began 4/9 and still occurring. Treatment has included 
(COVID19) steroids, antibiotics, antivirals, eye drops, and physical therapy. 


Bells Palsy, onset on 4/17/2021 


pain started 3 weeks after injection. 
COVID19 


BELL'S PALSY | VACCINE 
(COVID19) 


Bell's Palsy on injection side of face within 15 minutes of dose. Facial numbing, tingling, weakness, 
drooping. 


Symptoms ae VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE Developed Bell?s Palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 1231374-1 | Right sided Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 
COVID19 Exactly 2 weeks after the injection, I developed symptoms of Bell's Palsey, with the left side of my 
BELL'S PALSY | VACCINE face (left eye, left side of mouth) paralyzed with slight drooping, and inability to close my eye, or 
(COVID19) eat, and drink with the left side of my mouth. 


Knot under left arm 04/06/2021 -04/08/2021 Bell's Palsy 04/09/2021 to present 


Bell's Palsy 


COVID19 

BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 

BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 

BELL'S PALSY | VACCINE | 1232376-1 | Bell's Palsy developed 48 hours after 2nd moderna vaccine. Treating with prednisone and valtrex. 
(COVID19) 


I developed facial stroke like symptoms starting on 4/16/2021 with a metallic taste in my mouth. 
On 4/18/2021 I noticed some difficulty eating experiencing some mouth numbness. The right side 
COVID19 of my face was drooping and right eye would not close completely. I went to the Hospital 
BELL'S PALSY | VACCINE Emergency Room mid day on the 18th. I was examined and after some tests it was determined 
(COVID19) that I was not experiencing a stroke, but Bell's Palsy. This was determined by the tests outlined 
below. I was admitted overnight for observation and discharged the next day. I have no idea if this 


is related to my Covid vaccination but report this only out of an abundance of caution. 


COVID19 
BELL'S PALSY |VACCINE | 1232567-1 | Left Bell's Palsy diagnosed by me on 04/19/2021. Symptoms began 4/17/2021. 
(COVID19) 


I got Bells Palsy within 15 minutes of getting the vaccine. I noticed that my cheek was going 
numb, and my eye was drooping. I stayed at the facility for 30 minutes. On the way home I 
COVID19 couldn?t close my eye. I have had Bell?s Palsy in 2015 and I had mostly recovered with some 
BELL'S PALSY |VACCINE | 1232779-1 | residual effects to my eye and my mouth was a little droopy. It effects my eyelid, my mouth and 
(COVID19) the side of my face. Today my cheek was more numb even though my eye seemed to be getting 
better. The new effects are on the right side of my face in the same area as they were before. It 


Guillian-Barre Syndrome and Bell's Palsy - inpatient hospitalization, treated with immunoglobulin 
infusion, transferred to another Hospital and awaiting further treatment 


has been eight days since my vaccination. 


COVID19 
BELL'S PALSY | VACCINE 1232840-1 Patient developed Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1232846-1 | Neuralgic amyotrophy Bell's palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Bell's palsy (left sided facial droop). Pt first noted symptoms 2 days after vaccine. 
(COVID19) 


Woke up 4/20/21 with Right sided facial weakness, numbness/tingling, pain. Evaluated in ED at 
local hospital and was diagnosed with Bell?s Palsy. 


Right Bell's palsy: unable to raise eyebrow, difficulty closing eyelid; unable to smile. 


Bell Pasly on left side of face. 


Received dose 1 on Wednesday, by Friday night and Saturday I noticed fatigue in my facial 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
muscles. By Sunday and Monday the left side of my face was paralyzed. Monday evening I was 
diagnosed with Bell's Palsy. Was prescribed Valtrex and Prednisone. No tick exposure or herpes 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) . à 
diagnosis. 


COVID19 I had numbness in the left side of my face on April 18, 2021 and was treated for Bells Palsy today 
BELL'S PALSY |VACCINE | 1233730-1 | April 20, 2021. That puts me almost 4 weeks from when I received the vaccine so I don?t know if 
(COVID19) this could be any side effect but felt the need to report this. 


Patient contacted for follow up regarding post vaccine status. On day 2 patient reported feeling 
very tired, more so than usual, body aches, cough, and a decrease in taste. Patient agreed to 
come in to the clinic on Friday to be evaluated for COVID testing. On the day of testing mother 
called clinic and stated to cancel appointment, patient had gone to the emergency department the 
COVID19 day before. Mother reports that patient began complaining of increased facial pain on 04-14-2021. 
BELL'S PALSY | VACCINE Soon the facial pain increased, and the patient noticed she was having trouble chewing her food 
(COVID19) and talking, as well as a facial droop to the right side of her face. As the mother was driving the 
patient to the hospital the patient began complaining of edema to her lips and tongue, and that her 
right eye was hurting and was very dry. After being evaluated in the emergency department the 
patient was diagnosed with Bell's Palsy and sent home with the following prescriptions: Prednisone 


20 mg, Valacyclovir 50 mg, and eye drops. 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 After 3 days of receiving 1st dose. I started having left side facial spasms. Symptoms continued 
BELL'S PALSY |VACCINE | 1234189-1 | with chronic left ear pain, vision loss, hearing loss and speech which lead to left side facial 
(COVID19) paralysis. ( Bell's Palsy). 


Left Sided Bells Palsy - began approximately 36 hours after first vaccination. 


Symptoms ees VAERS 1D Adverse Event Description 


Chief Complaint pt c/o left facial droop starting today, states received 1st dose of Pfizer vaccine on 
4/16. denies any other symptoms History of Present Illness 59 yo WM here with left facial droop 
noted by his wife this PM when coming home, wife is a NP. No other symptoms Pt noted that he 
was recent vaccinated at the megasite Friday, as noted above. Denies: Nausea vomiting headache 
chest pain SOB falls head trauma changes in vision, double vision falls recent illness new 
medications change in sleep patterns tinnitus history of: heavy caffeine use heavy alcohol use 
trauma stroke in the past exposed to meningitis BCP Gen AAOx3NAD PERRLA EOMI, lids intact able 
to close without issue Neck Supple, no bruits, no JVD appreciated cervical LNno lymphadenopathy 
CV +s1/s2 RRno RRG PulmCTA bilaterally no RRW Absoft NT/ND no RRGCVA Extremities no 
edema, radial pulse intact CN 2-12 intact, mm strength UE and LE 5/5, patellar reflex 2/4; no gait 

COVID19 disturbance very settle facial droop noted at the left lip, evident at resting and with laughter, not 

BELL'S PALSY |VACCINE | 1234435-1 | with induced smiling Review of Systems as above Physical Exam Vitals & Measurements 

(COVID19) Temperature Temporal: 97.5 DEGF Systolic Blood Pressure Cuff: 136 mmHg Diastolic Blood 
Pressure Cuff: 84 mmHg Peripheral Pulse Rate: 93 BPM Oxygen Saturation: 97 % Respiratory 
Rate: 16 BR/MIN WT (Kgs): 72.6 kg Weight Calculated (Ibs): 160.054 LBS HT (In): 68 INCH as 
above Assessment/Plan 1 . Left-sided Bell's palsy ( G51.0 ) Grade 2 very mild but has slight 
noticeable lip paraylsis treat with high dose steroids as rec, eat with it fu in 7 days with PCP 
Supportive care please see the clinical summary (includes immunizations), patient instructions and 
other supporting documents - as these are supplements to the SOAP note and should be reviewed 
as apart of the chart. Education provided- verbal, as well as any patient instructions printed. 


Ordered: predniSONE 20 mg oral tablet, 60 mg 3 TAB, Oral, Daily, X 7 DAYS, # 21 TAB, O Refill(s): 
172.72, 04/20/21 18:21:00 EDT, Height Calculated (cm), cm, 72.6, 04/20/21 18:21:00 EDT, WT 
(Kgs), kg 


One week after taking the vaccine the patient developed numbness and tingling in his face, hands, 
and feet. These symptoms progressed over time and on April 18, 2021, he presented to the ER 
with ?weird nerve symptoms,.? He remained there overnight and was admitted the next day., He 

COVID19 was diagnosed by lumbar puncture with Bell?s palsy of the face secondary to Guillain Barre 

BELL'S PALSY | VACCINE | 1234455-1 | syndrome., He is presently still an inpatient there. He?s being treated with IV immunoglobulins, 

(COVID19) with no improvement. His eyes and facial muscles droop, and he has difficulty chewing food. The 
patient has no PCP but the hospital should be able to give you medical records of his admission. 
The patient and I both strongly support vaccines, and we were both eager to be vaccinated, but we 
don?t believe this rare illness has struck him with no precipitating event except the vaccine. 


COVID19 
BELL'S PALSY | VACCINE 1234540-1 Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1234547-1 | Contracted Bell's Palsy after first Moderna Dose. Scheduled for a second dose 
(COVID19) 


times a day). Based on the current available information and temporal association between the use 
of the product and the start date of the events, a causal relationship cannot be excluded.; Sender's 
Comments: Based on the current available information and temporal association between the use 
of the product and the start date of the events, a causal relationship cannot be excluded." 


super mild bell's palsy; eye twitching; jaw pain; This spontaneous case was reported by a 
pharmacist and describes the occurrence of FACIAL PARALYSIS (super mild bell's palsy) in a male 
patient of an unknown age who received mMRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below. The patient's past 
medical history included No adverse event (No reported medical history.). On 19-Mar-2021, the 
patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage 
form. On 19-Mar-2021, after starting MRNA-1273 (Moderna COVID-19 Vaccine), the patient 
experienced PAIN IN JAW (jaw pain). On an unknown date, the patient experienced FACIAL 
1235692-1 


"Bel's palsy (L side); Fever bolsters in her lips; Real sore arm; This spontaneous case was reported 
by a consumer (subsequently medically confirmed) and describes the occurrence of FACIAL 
PARALYSIS (Bel's palsy (L side)) in a 50-year-old female patient who received mMRNA-1273 
(Moderna COVID-19 Vaccine) (batch no. 008B212A) for COVID-19 vaccination. The occurrence of 
additional non-serious events is detailed below. The patient's past medical history included Bell's 
palsy (Right side, 12 or 15 years ago). Concurrent medical conditions included Overactive bladder. 
Concomitant products included OXYBUTYNIN for Overactive bladder. On 09-Mar-2021, the patient 
received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 
09-Mar-2021, the patient experienced PAIN IN EXTREMITY (Real sore arm). On 10-Apr-2021, the 
patient experienced FACIAL PARALYSIS (Bel's palsy (L side)) (seriousness criterion medically 
COVID19 significant) and ORAL HERPES (Fever bolsters in her lips). On 11-Mar-2021, PAIN IN EXTREMITY 
BELL'S PALSY | VACCINE | 1235573-1 (Real sore arm) had resolved. At the time of the report, FACIAL PARALYSIS (Bel's palsy (L side)) 
(COVID19) ~~ | and ORAL HERPES (Fever bolsters in her lips) had not resolved. The action taken with MRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown. The patient has her second dose 
scheduled for 16-Apr-2021. She developed ""bel's palsy"" on 10-Apr-2021. She started to notice it 
on 09-Apr-2021 but received confirmation on 10-Apr-2021. She reported a real sore arm for two 
days after the vaccination. The patient also developed ""fever bolsters"" in her lips. She doesn't 
know if it is side effects from the vaccine. The patient had a virtual appointment with her 
physician, and he recommended that she not receive the second vaccine and to visit a neurologist. 
Treatment medications included steroid and antiviral medications. Valtrex 1 gr table as needed (3 


PARALYSIS (super mild bell's palsy) (seriousness criterion medically significant) and 
BLEPHAROSPASM (eye twitching). At the time of the report, FACIAL PARALYSIS (super mild bell's 
palsy) outcome was unknown and PAIN IN JAW (jaw pain) and BLEPHAROSPASM (eye twitching) 
had not resolved. Not Provided The action taken with MRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the 
reporter did not provide any causality assessments. No relevant concomitant medications were 
provided. Patient experienced super mild case of Bell's palsy. Within an hour of receiving the 
injection he developed jaw pain. There was no dropping of the jaw. He still has residual jaw pain 
and some eye twitching. He is scheduled for his second injection and would like to know if the 
reaction to the second dose could be worse. Also, would like to know if he should administer the 
injection in the opposite arm. No treatment information was provided.; Sender's Comments: Very 
limited information regarding these events has been provided at this time. Further information has 
been requested. 


COVID19 
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(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


"Bell Palsy; pain in arm; pain in neck; headache worsen from center of head to neck; dizzy; 
nausea; chills; tongue swollen; no taste; This is a spontaneous report from a contactable 
consumer (patient). A 51-year-old (also reported as 52-year-old) female patient received 
bnt162b2 (BNT162B2), via an unspecified route of administration at the age of 51-years-old, 
administered in Arm Left on 10Mar2021 10:45 (Lot Number: EN6202) as single dose for COVID-19 
immunization. Medical history included asthma and high blood pressure. The patient was not 
pregnant at the time of vaccination. The patient's concomitant medications were not reported. The 
patient experienced ""Bell palsy"", pain in arm, pain in neck, headache worsen from center of head 
COVID19 to neck, dizzy, nausea, chills, tongue swollen, no taste; all on 19Mar2021 22:30. Description was 
BELL'S PALSY |VACCINE | 1235718-1 | as follows: ""pain in arm, neck, headache, dizzy, nausea, chills and then days later other 
(COVID19) symptoms, headache worsen from center of head to neck, neck hurting, tongue swollen, no taste, 
and then woke up with Bell Palsy and was taken to the emergency room"". Therapeutic measures 
were taken as a result of Bell palsy. The outcome of the events was recovering. The events were 
considered as serious (Disability or permanent damage/ Disabling/Incapacitating). The adverse 
events resulted in any Doctor or other healthcare professional office/clinic visit and Emergency 
room/department or urgent care. The patient did not receive any other vaccines within 4 weeks 


prior to the COVID vaccine. Prior to vaccination, the patient was not diagnosed with COVID-19. 
Since the vaccination, the patient has not been tested for COVID-19. More information has been 
requested." 


Bell's Palsy; This is a spontaneous report from a contactable consumer. A 57-year-old male patient 
received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), dose 1 via an 
unspecified route of administration, administered in Arm Left on 23Mar2021 01:30 (Batch/Lot 
number was not reported) as SINGLE DOSE for covid-19 immunisation. Medical history included 

COVID19 ADHD, depression, High Blood Pressure, high cholesterol, Allergies to medications, food, or other 

BELL'S PALSY |VACCINE | 1235754-1 | products:Penicillin. Concomitant medications included losartan (LOSARTAN); paroxetine 

(COVID19) hydrochloride (PAXIL CR); atorvastatin calcium (LIPITOR [ATORVASTATIN CALCIUM]); amfetamine 
aspartate, amfetamine sulfate, dexamfetamine saccharate, dexamfetamine sulfate (ADDERALL); 
all taken for unspecified indications, start and stop dates were not reported. On 04Apr2021 12:00, 


the patient experienced Bell's Palsy. The patient did not receive treatment for the event. The 
outcome of the event was not recovered. Information about batch/lot number has been requested. 


benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety 
evaluation, including the review and analysis of aggregate data for adverse events. Any safety 
concern identified as part of this review, as well as any appropriate action in response, will be 


Numbness to left side of face; Low grade tremor in left jaw; pins and needles up left jaw and 
cheek; weakness across left cheek; Feels like whole muscle jaw is under tension; potential for 
Bell's Palsy; weird sensation left flickering in left eye immediately; Fever; Headache; This is a 
spontaneous report received from a contactable other health-care professional. A 64-year-old- 
female patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, 
Solution for injection, lot number: ER8730), via an unspecified route of administration at the right 
arm on 27Mar2021 13:00 at single dose for COVID-19 immunization. The patient received first 
dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, lot number: 
EN6202), via an unspecified route of administration at the left arm on 06Mar2021 at single dose 
for COVID-19 immunization. The patients medical history included Sjogren syndrome (states is an 
autoimmune disease that she was diagnosed with a really long time ago; maybe around 2005 and 
ongoing) and on unspecified date either on 2018 or 2019 patient had administered with Whooping 
Cough Vaccine for which she experienced Sore Spot on Arm. Concomitant medications were not 
reported. It was reported that after first dose states of the vaccine patient had immediate 
numbness to the left side of her face that went away after a while. The patient had a low grade 
COVID19 tremor in her left jaw and a twitching, flickering in her eye. Patients jaw feels dull like the whole 
BELL'S PALSY |VACCINE | 1235759-1 | muscle is under tension. It was reported that she didn't have much of a reaction after her second 
(COVID19) vaccine besides a fever and a headache and stated that they started about 5 hours after the 
vaccine and were gone the next day. The patient had a fever and headache after the first vaccine 
also; they started about the same, 5 hours or so after the vaccine but they lasted for about 5 days. 
On 06Mar2021 13:00 patient got immediately dull, pins and needles up left jaw and cheek. went 
away and has left tremor in lower jaw and now flickering twitch in left eye. weakness across left 
cheek continues. Outcome was reported as unknown for potential for Bell's Palsy and Feels like 
whole muscle jaw is under tension, not recovered for weird sensation left flickering in left eye 
immediately, pins and needles up left jaw and cheek and weakness across left cheek, recovered 
from pyrexia and headache, recovering from Numbness facial and low grade tremor in left jaw. No 
follow up attempts are needed. No further information is expected.; Sender's Comments: Based on 
the information provided and plausible temporal association, the causality between the suspect 
drug and the event potential for Bell's Palsy cannot be excluded. This impact of this report on the 
promptly to regulatory authorities, Ethics Committees, and Investigators, as appropriate. 


Bell's Palsy with headache; Bell's Palsy with headache; This is a spontaneous case from a 
contactable consumer (patient). A 35-year-old female patient (non-pregnant) received first dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot number EN6204, expiration date 
unknown), via an unspecified route of administration, administered in left arm on 17Mar2021 at 
15:00 at the age of 35-year-old at a single dose for COVID-19 immunisation at doctor's 
office/urgent care. Medical history included pcos (Polycystic ovarian syndrome), obese and bactrim 
allergy. Patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. The 

COVID19 A . S rae ae et 

BELL'S PALSY |VACCINE | 1235762-1 patient did not receive any other medications within 2 weeks of vaccination. The patient So 

(COVID19) “~~ | concomitant medications were not reported. Patient did not receive any other medications within 2 
weeks of vaccination. The patient experienced bell's palsy with headache on 28Mar2021 at 23:30. 
Adverse event resulted in doctor or other healthcare professional office/clinic visit, emergency 
room/department or urgent care. Received prednisone medication for the adverse events. Prior to 
vaccination, patient was not diagnosed with COVID-19. Patient has been tested for COVID-19 after 
the vaccination. Covid test type post vaccination: Nasal Swab, Covid test name post vaccination: 
covid test on 26Mar2021. Covid test result: negative. The patient was recovering from the events. 
Follow up attempts are needed. Information on batch/lot number was obtained. 


"Pt informed nurse that her lips felt ""numb"" directly after receiving vaccine. Pt stated that one 
week later she developed pain and numbness toleft side of her face starting from behind her ear, 
COVID19 then also started behind her right ear. On 4/4/2021 Pt went to the ER as pain and numbness had 
BELL'S PALSY | VACCINE | 1237008-1 not gone away and was dx with Bells Palsy. Pt was started on antibiotics, steroids , and Ibuprofen. 
(COVID19) ~ | On 4/7/2021 Pt went to see PCP at gateway, He informed pt to go home and continue medication 
regime. Then pt states pain became worse because ibuprofen is no longer working. 4/15/2021 
@1755, pt was advised to f/u with PCP tomorrow, or to go to urgent care/ER if symtoms do not 


improve in the next 24 hours. Pt/Spouse verbalized understanding." 


Symptoms ae VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE 1237508-1 I now have Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 1237628-1 | Bell's palsy, tinnitus, and hearing loss 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1238047-1 | Developed facial shingles 2 days later Bells palsy 2 weeks later 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 1238056-1 Bell's Palsy 
(COVID19) 


Within 24 hours of 2nd dose I experienced tongue swelling and sores on my tongue. Out of 
concern, I went for a covid test on 4/16. Results came back negative on sunday AM on 4/18. My 
COVID19 tongue had gotten worse, and I was also now experiencing sinus pressure and ear pain. I went to 
BELL'S PALSY | VACCINE the pharmacy minit clinic. They diagnosed the tongue pain and sores as thrush, and saw ear fluid. 
(COVID19) They felt there could be an infection going on. Nystatin oral suspension and Amoxicillin-Clav 875- 
125 were prescribed. About an hour after coming home, I started experiencing symptom of Bells 
Palsy which progressed to fully affecting my right side of my face. I saw my PCP on 4/19 and he 


confirmed Bells Palsy. Added Prednison 20MG and a Famciclovir 500MG, and order a blood test 


COVID19 i : . : , . : 
BELL'S PALSY | VACCINE | 1238408-1 N diagnosis. Paralysis on left side of face. Severe headache behind left ear. Numbness in 
(COVID19) " 
COVID19 I developed loss of taste and mild paralysis of the left side of my face about 8 hours after receiving 
BELL'S PALSY |VACCINE | 1238436-1 | the vaccine. I went to urgent care. Was diagnosed with Bell's Palsy. I had Bell's Palsy about 20 
(COVID19) years ago and went away after a couple weeks. Haven't had any symptoms since. 
BELL'S PALSY cine 1238444-1 Bell's palsy diagnosed, left side facial paralysis, treated w/ prednisone and acyclovir. Still affected. 
“~~ | Previous history of Bell's palsy on opposite side (2014). 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 1238500-1 Left Bell's Palsy. 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE Bell's palsy (L facial palsy starting 7 days after initial dose) 
(COVID19) 
COVID19 Patient developed pain in R preauricular area on the day following vaccine. Discomfort continued 
BELL'S PALSY | VACCINE | 1238681-1 and on the following day patient noted mild droop of R side of face, decreased blinking of R eyelid. 
(COVID19) -~ | Diagnosed with Bell's Palsy, treated with prednisone 60mg for 5 days, then 40mg for 5 days. 


Patient undergoing ongoing treatment. 


COVID19 
BELL'S PALSY | VACCINE | 1238891-1 | Right sided Bell's Palsy 
(COVID19) 


1) 4/9- minor ear infection got a lot worse, got on antibiotics immediately on 4/9 (urgent care). 
4/9-4/11 ear infection continued to get worse even on antibiotics; 4/12 got on stronger antibiotics 
ciprofloxacin (urgent care) after ear turned purple, absessed swollen, shooting ear pain 

COVID19 intermittent 6-7 on pain scale, crusty red started to block ear canal; 4/13-4/15 on stronger 

BELL'S PALSY | VACCINE antibiotics, symptoms got better, got worse again 4/16- 4/18; 4/18 got on stronger antibiotics 

(COVID19) again- amoxocillin (urgent care); 4/19-4/20- developed Bells Palsy on left side of face (same side 
as ear infection and vaccine administered on left arm) diagnosed at ER on 4/20 for Bells Palsy. On 
steroids, antiviral and amoxocillin antibiotics and ear ointment still and hope Bells Palsy goes away 
and I recover TBD- today is 4/21/21. 
COVID19 

BELL'S PALSY | VACCINE 

psucsonsr (COVID19) Ea 


COVID19 Day 1- nothing. Day 2 - severe fatigue, fever, aches. Day 3 - Severe fatigue, fever. Day 4 - Mild 
BELL'S PALSY | VACCINE | 1240000-1 fatigue, low fever. Day 5 - Mild fatigue, low fever. Day 6 - Completely normal 4/20/2021 (about 8 
(COVID19) ~~ | weeks later) I was diagnosed with Bells Palsy. I've never had this before and do not have the 


primary risk factors. 


This is a 44 Years old male c/o right sided facial weakness for 3 days. Patient states facial 
weakness started 3 days ago. He complains of difficulty raising his right eye brow and closing his 
right eye completely. No changes in taste sensation or vision, no ear pain, no weakness in both 
arms or legs. He did not get sick recently prior to his facial weakness. He has no problem walking 
or his gait. He denies nausea, vomiting, or headache. Denies chest pain, palpitations, shortness of 
breath or dizziness. He was COVID-19 positive on 1/16/21 and received his first dose on 4/3/21. 
PMH: No chornic medication condition No hx surgery General: alert & orientedx3, no acute 
distress, cooperative, speech clear anbd coherent Neuro: cranial nerves intact EXCEPT CN VII mild 
right sided facial weakness w/ difficulty raising right eye brow and incomplete closure of right eye, 


UTI Symptoms , like Blood in Urine with fever and Headache. Headache with ear pain and Nerve at 
back side of the ear swollen . Bell's Palsy to the right side of the face. 


positive numbness on CN VII V1-V3 Gait: normal tandem gait, negative Romberg Strength: 5/5 
strength of both upper extremities, 5/5 strength of both lower extremities, no atrophy Sensation: 
intact to light touch both upper extremities, intact to light touch both lower extremities Cerebellar: 
no ataxia Reflexes: 2+ B patellar Head: normocephalic, without obvious abnormality, atraumatic 
Eyes: PERRLA, EOMI Ears: TM intact w/ grayish in color, no bulging, redness or discharge Nose: 
inferior turbinates pink and moist Throat: lips, mucosa, and tongue normal; teeth and gums 
normal Neck: no adenopathy and thyroid not enlarged, symmetric, no tenderness/mass/nodules 
Lungs:clear to auscultation bilaterally, no rales/rhonchi/wheezes, good air movement Heart: 
regular rate, regular rhythm, no murmur, normal S1/S2 Extremities: extremities normal, 
atraumatic, no cyanosis or edema Assessment/Plan 1. Bell palsy, Bell palsy -CN VII facial 
weakness/numbness sudden onset, difficulty closing right eye c/w Bell's palsy -PO Steroid and 
acyclovir for 7 days plus eye lubricant for 14 days -F/U PCP in 5 days -Consider ophthalmologist if 
no improvement with eye closure or facial motor 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 1240171-1 | BELLS PALSY 
(COVID19) 


Symptoms ‘Vaccine | vaes 10 Adverse Event Description 
Type 
COVID19 

BELL'S PALSY |VACCINE | 1240174-1 | Acute onset of Bell's Palsy three weeks after receiving the Moderna COVID vaccine. 
(COVID19) 

B 


VACCINE Bell's Palsy diagnosis: can't move my right face muscles. Treatment: Prednisone (for 10 days) and 
ELL'S PALSY | VACCINE 
(COVID19) Valtrex (for 7 days) 


"BLOODY NOSE; BELL'S PALSY; This spontaneous report received from a patient concerned a 73 
year old female patient. The patient's height, and weight were not reported. The patient's past 
medical history included carotid surgery on 12-MAR-2021. The patient received vaccination with 
JANSSEN COVID-19 VACCINE (covid-19 vaccine ad26.cov2.s) (Suspension for injection, route of 
admin intramuscular, batch number: 042A21A, expiry: UNKNOWN) dose was not reported, 
administered to left arm on 02-APR-2021 for prophylactic vaccination. Concomitant medications 
included clopidogrel bisulfate for blood thinner. The patient reported no other symptoms or side 
effects after the vaccine. Around 07-APR-2021, patient started getting Bell's palsy and went to the 
Emergency Room (ER) because she thought she was having a stroke. The patient was diagnosed 
with Bell's palsy. The patient followed up with primary care provided on 12-APR-2021. Patient's 
Bell's palsy was not recovered completely but was almost gone. The patient had bloody nose on 
13-APR-2021 and went to urgent care. The patient was told not to worry about it and ‘it will 
probably never happen again’. The action taken with covid-19 vaccine ad26.cov2.s was not 
COVID19 applicable. The patient recovered from bleeding from nose, and was recovering from bell's palsy. 
B 


ELL'S PALSY | VACCINE | 1240924-1 This report was serious (Other Medically Important Condition).; Sender's Comments: VO: This 73- 
(COVID19) ~~ | year-old female patient experienced medically important Bell s palsy 5 days after receiving 
JANSSEN COVID-19 VACCINE (covid-19 vaccine ad26.cov2.s) intramuscularly to left arm for 
prophylactic vaccination. The patient's had carotid surgery 21 days prior to the vaccination. 
Concomitant medications included clopidogrel bisulphate. The patient reported no other symptoms 
after the vaccination. She started to get Bell's palsy symptoms 5 days post vaccination and visited 
emergency room. She was diagnosed with Bell's palsy. Details of symptoms, diagnosis, treatment 
were not reported. She followed up with primary care provider 10 days post vaccination and was 
seen with Bell's palsy ""almost gone"". She was recovering from Bell's palsy. The patient 
experienced non-serious bloody nose the next day and had recovered. Although information is 
limited, as there is no confirmatory epidemiologic/biologic evidence that vaccinations 
cause/contribute to the development of Bell's palsy, and the most common causes include viral 
infection and diabetes, the event is assessed to have an indeterminate causal association to 
immunization, per WHO causality classification for adverse events following immunization. 
Company causality for Bell's Palsy is considered not related to JANSSEN COVID-19 VACCINE. 
Additional information has been requested for further assessment." 


COVID19 ; i ae : . 
BELL'S PALSY | VACCINE | 1241856-1 I started 3 days after vaccination. I am caring for the patient as her 
(COVID19) p gist. 
COVID19 
BELL'S PALSY |VACCINE Started with numb feeling in tongue, the following morning fave paralysis and pain 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1242418-1 Bell's Palsy 
(COVID19) 
CoOvID19 BELLS PALSY diagnosed March 23, 2021 Treated with Prednisone and Valacyclovir Gradual 
BELL'S PALSY | VACCINE 1242666-1 : ’ 
(COVID19) —— | improvement 
COVID19 
BELL'S PALSY | VACCINE Bell Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1243469-1 Bells Palsy 
(COVID19) 


Patient stated that about an hour after she received the vaccine she started to break out in a rash 
COVID19 on her trunk and arms. She stated that it started to get better later that night but kept 
BELL'S PALSY | VACCINE | 1243470-1 reappearing throughout the week. She said that she woke up on 4/4/21 with common symptoms 
(COVID19) ~~~ ~ E| of Bell's palsy. She has facial muscle weakness, pain in her jaw and pain that radiates to the back 
of her head, and she states that her tongue is numb. She stated that she can still taste and smell 


like normal. The rash is no longer there but she is still showing signs of Bell's palsy. 


COVID19 initial fever for 4 days, fatigue, malaise, nausea, vomiting, rash (also reports had rash/ hives with 
BELL'S PALSY | VACCINE 1st dose after 24 hours but failed to report at time of 2nd dose), extreme headaches daily for past 
(COVID19) 60 days. Also reports had Bell's palsy (history of Bell's palsy with surgeries: brain surgery and back 


surgery). 


COVID19 
BELL'S PALSY | VACCINE | 1243725-1 | Developed left side facial numbness - presented to ER and was diagnosed with Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1243779-1 | Right cranial nerve 6 palsy (improving, but not resolved) 
(COVID19) 


COVID19 "Bell""s palsy, followed by retractable hiccups, and AFib. Bell's palsy was treated with acyclovir and 
BELL'S PALSY | VACCINE | 1244371-1 steroid. Still has symptoms, but beginning to resolve. Hiccups lasted 17 days. Two hospital stays 
(COVID19) ~-~ ~ | for IV medications to try and stop hiccups and get AFib under control. Will begin physical therapy 


for Bell's palsy on April 29, 2021. Hospitalized at facility two times for total of 5 days" 


Left-sided facial paralysis diagnosed as Bell's palsy. Symptoms began on 4/6 as dry eye (due to the 
COVID19 left eye not blinking properly) with facial paralysis evident on 4/7. This continued to get 
BELL'S PALSY | VACCINE | 1244782-1 progressively worse until full left-sided facial paralysis and diagnosis of Bell's palsy on 4/8. Began a 
(COVID19) -e | 7-day course of prednisone and valacyclovir on 4/8. The onset of symptoms was accompanied by 
neck pain for a few days prior. To date, there has been some improvement but not back to normal 
yet. No prior medical history of Bell's palsy or any other facial paralysis. 


COVID19 
BELL'S PALSY | VACCINE Bell's palsy symptoms within 4 hours of shot. 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


"Suspected stroke; Bell's palsy; High BP; A spontaneous report was received from a healthcare 
professional concerning a 48-year-old, male patient, who received Moderna's COVID-19 vaccine 
(mRNA-1273) and experienced bell's palsy, suspected stroke, and high blood pressure. The 
patient's medical history, as provided by the reporter, included hypertension. The patient stopped 
taking hypertension medications since Aug-2020.The concomitant product use was not 
provided/unknown by the reporter. On 16 Feb 2021, approximately 9 hours prior to the onset of 
the events, the patient received their first of two planned doses of mRNA-1273 (Batch number: 
004M20A) intramuscularly in the left arm for prophylaxis of COVID-19 infection. On 16 Feb 2021, 


approximately 9 hours of receiving vaccine, the patient developed left ear fullness/pain/pressure. 
On 17 Feb 2021, the patient developed left eye watery and pain behind left ear. On 18 Feb 2021, 
the patient dribbled when drinking water when working overnight shift. On 19 Feb 2021, upon 
awakening in the afternoon, patient's speech was ""off"" and noted left side of face drooped and 
unable to close left eye. The patient went to Urgent care and referred to ED for suspected stroke 
due to High blood pressure. The patient was diagnosed with bell's palsy. Treatment for the vent 
included steroids, eye ointment and metoprolol. Action taken with the drug in response to the 
event was not provided The outcome of the events, bell's palsy, suspected stroke, and high blood 
pressure, were not resolved.; Reporter's Comments: Based on the current available information 
and temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded.; Sender's Comments: US-MODERNATX, INC.-MOD-2021- 
026086:Same reporter" 


"Feel tingling feeling on left nose; Continued pain at site of injection; arm numb; ears numb; Bell's 
Palsy; Left arm (injection arm) went numb; ""Charley"" horse like pain in left neck; Charley"" 
horse like pain in left face; Tingling feeling on left ear; Tingling feeling on left face; Felt exhausted; 
This spontaneous case was reported by a consumer and describes the occurrence of FACIAL 
PARALYSIS (Bell's Palsy) in a 62-year-old female patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. 024M20A) for COVID-19 vaccination. The occurrence of additional 
non-serious events is detailed below. The patient's past medical history included Hormone 
replacement therapy. Concurrent medical conditions included Asthma. On 12-Mar-2021, the patient 
received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 
12-Mar-2021, the patient experienced HYPOAESTHESIA (Left arm (injection arm) went numb), 
NECK PAIN (""Charley"" horse like pain in left neck), FACIAL PAIN (Charley"" horse like pain in left 
face), PARAESTHESIA EAR (Tingling feeling on left ear), PARAESTHESIA (Tingling feeling on left 
face), FEELING ABNORMAL (Felt exhausted), HYPOAESTHESIA (arm numb) and PARAESTHESIA 
EAR (ears numb). On 13-Mar-2021, the patient experienced VACCINATION SITE PAIN (Continued 
COVID19 pain at site of injection). On 14-Mar-2021, the patient experienced PARAESTHESIA MUCOSAL (Feel 
BELL'S PALSY |VACCINE | 1245357-1 | tingling feeling on left nose). On an unknown date, the patient experienced FACIAL PARALYSIS 
(COVID19) (Bell's Palsy) (seriousness criterion medically significant). At the time of the report, FACIAL 
PARALYSIS (Bell's Palsy), HYPOAESTHESIA (Left arm (injection arm) went numb), NECK PAIN 
(""Charley"" horse like pain in left neck), PARAESTHESIA EAR (Tingling feeling on left ear), 
PARAESTHESIA (Tingling feeling on left face), FEELING ABNORMAL (Felt exhausted), 
PARAESTHESIA MUCOSAL (Feel tingling feeling on left nose), HYPOAESTHESIA (arm numb), 
PARAESTHESIA EAR (ears numb) and VACCINATION SITE PAIN (Continued pain at site of injection) 
outcome was unknown and FACIAL PAIN (Charley"" horse like pain in left face) was resolving. The 
action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. 
Concomitant medication was not reported. Treatment included Tylenol, Benadryl and Prednisone. 
Based on the current available information and temporal association between the use of the 
product and the start date of the events, a causal relationship cannot be excluded. Most recent 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


FOLLOW-UP information incorporated above includes: On 06-Apr-2021: Event Bell's Palsy was 
diagnosed.; Sender's Comments: Based on the current available information and temporal 
association between the use of the product and the start date of the events, a causal relationship 
cannot be excluded." 


bell's palsy; This spontaneous case was reported by a consumer (subsequently medically 
confirmed) and describes the occurrence of FACIAL PARALYSIS (bell's palsy) in a 41-year-old male 
patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 032M20A) for COVID- 
19 vaccination. The patient's past medical history included No adverse event (No reported medical 
history.). On 18-Mar-2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) 1 dosage form. On 22-Mar-2021, the patient experienced FACIAL 
PARALYSIS (bell's palsy) (seriousness criteria medically significant and intervention required). At 

COVID19 the time of the report, FACIAL PARALYSIS (bell's palsy) outcome was unknown. The action taken 

BELL'S PALSY | VACCINE | 1245360-1 with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For mRNA-1273 

(COVID19) ~~~ | (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any causality 
assessments. Products known to have been used by patient, within two weeks prior to the event, 
included cholesterol and blood pressure medications. Patient received his 1st dose of Moderna on 
18Mar2021 and on 22Mar2021 he started having bell's palsy. He went to ER. Treatment included 
steroids. Patient was concerned regarding his second shot of Moderna vaccine which is due on 
14Apr2021. Based on the current available information and temporal association between the use 
of the product and the start date of the event, a causal relationship cannot be excluded.; Sender's 
Comments: Based on the current available information and temporal association between the use 
of the product and the start date of the event, a causal relationship cannot be excluded. 


Bell's palsy; This spontaneous case was reported by a patient (subsequently medically confirmed) 
and describes the occurrence of FACIAL PARALYSIS (Bell's palsy) in a 74-year-old male patient who 
received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 048A21A) for COVID-19 vaccination. 
COVID19 The patient's past medical history included No adverse event. On 11-Mar-2021, the patient 
BELL'S PALSY |VACCINE | 1245395-1 | received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 
(COVID19) 07-Apr-2021, after starting mRNA-1273 (Moderna COVID-19 Vaccine), the patient experienced 
FACIAL PARALYSIS (Bell's palsy) (Seriousness criterion medically significant). At the time of the 


report, FACIAL PARALYSIS (Bell's palsy) had not resolved. The action taken with MRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown. Reporter did not allow further contact 


Symptoms ees VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


Diagnosed with Bellis Palsy; Stroke; Second dose scheduled 2 days past her 42 days; terrible 
dizziness; double vision; This spontaneous case was reported by a consumer and describes the 
occurrence of CEREBROVASCULAR ACCIDENT (Stroke) and FACIAL PARALYSIS (Diagnosed with 
Bellis Palsy) in a 64-year-old female patient who received mRNA-1273 (Moderna COVID-19 
Vaccine) (batch no. 010M20A) for COVID-19 vaccination. The occurrence of additional non-serious 
events is detailed below. Concurrent medical conditions included High cholesterol, Hypertension 
and Thyroid disorder. On 16-Mar-2021, the patient received first dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 28-Mar-2021, the patient experienced 
CEREBROVASCULAR ACCIDENT (Stroke) (seriousness criteria hospitalization and medically 
significant), DIZZINESS (terrible dizziness) and DIPLOPIA (double vision). On 10-Apr-2021, the 
patient experienced FACIAL PARALYSIS (Diagnosed with Bellis Palsy) (seriousness criteria 
hospitalization and medically significant). On an unknown date, the patient experienced 
INAPPROPRIATE SCHEDULE OF PRODUCT ADMINISTRATION (Second dose scheduled 2 days past 
her 42 days). The patient was hospitalized from 28-Mar-2021 to 31-Mar-2021 due to 
CEREBROVASCULAR ACCIDENT, and then from 10-Apr-2021 to 13-Apr-2021 due to FACIAL 
PARALYSIS. At the time of the report, CEREBROVASCULAR ACCIDENT (Stroke), FACIAL PARALYSIS 
(Diagnosed with Bellis Palsy), DIZZINESS (terrible dizziness) and DIPLOPIA (double vision) 
outcome was unknown and INAPPROPRIATE SCHEDULE OF PRODUCT ADMINISTRATION (Second 
dose scheduled 2 days past her 42 days) had resolved. Not Provided The action taken with mRNA- 
1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. Patient had a stroke that 
affected her right side and affected her vision. She stated she had a very mild case of bells palsy, 
her mouth and her left side was drooping a bit, her left eye did not blink and would not close, she 
could chew and she could talk pretty good, she had to drink with the right side with a straw. 
Products known to have been used by the patient, within two weeks prior to the event, included 
unspecified cholesterol medication, high blood pressure medication and unspecified thyroid 
medication. Treatment medications included: prednisone, 5 or 6 medications for the heart and 
valacyclovir HCL 1g tablet. This report refers to a case of Inappropriate schedule of product 
administration for mRNA-1273. Based on the current available information and temporal 
association between the use of the product and the start date of the events (stroke, facial 
paralysis, dizziness, and diplopia), a causal relationship cannot be excluded.; Sender's Comments: 
This report refers to a case of Inappropriate schedule of product administration for mRNA-1273. 
Based on the current available information and temporal association between the use of the 
product and the start date of the events (stroke, facial paralysis, dizziness, and diplopia), a causal 
relationship cannot be excluded. 


there were a few cases with the moderna vaccine with bellis palsy; This spontaneous case was 
reported by a consumer and describes the occurrence of FACIAL PARALYSIS (there were a few 
cases with the moderna vaccine with bellis palsy) in a female patient of an unknown age who 
received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The patient's past 
medical history included No adverse event. On an unknown date, the patient received dose of 
mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On an unknown date, 
the patient experienced FACIAL PARALYSIS (there were a few cases with the moderna vaccine with 
bellis palsy) (seriousness criterion medically significant). At the time of the report, FACIAL 
PARALYSIS (there were a few cases with the moderna vaccine with bellis palsy) outcome was 
unknown. Not Provided The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) 
(Unknown) was unknown. No concomitant medication were reported. Treatment medication not 
provided.; Sender's Comments: Based on the current available information and temporal 


association between the use of the product and the start date of the event, a causal relationship 
cannot be excluded. However, Further information is requested. 


Felt left side of face drooped, unable to close left eye, and could not control left side of face; 
patient woke up with 5-seconds chills and went away quickly, happened 3 times during the day; 
This spontaneous case was reported by a consumer (subsequently medically confirmed) and 
describes the occurrence of FACIAL PARALYSIS (Felt left side of face drooped, unable to close left 
eye, and could not control left side of face) in a 71-year-old male patient who received mRNA-1273 
(Moderna COVID-19 Vaccine) (batch nos. 025B21A and 010A21A) for COVID-19 vaccination. The 
occurrence of additional non-serious events is detailed below. Concurrent medical conditions 
included Bladder disorder. Concomitant products included OXYBUTYNIN HYDROCHLORIDE 
(OXYBUTININ ACCORD) for Bladder disorder NOS. On 06-Mar-2021, the patient received first dose 
of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 03-Apr-2021, 
received second dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was 
changed to 1 dosage form. On 03-Apr-2021, the patient experienced FACIAL PARALYSIS (Felt left 
side of face drooped, unable to close left eye, and could not control left side of face) (seriousness 
criterion medically significant) and CHILLS (patient woke up with 5-seconds chills and went away 
quickly, happened 3 times during the day). On 04-Apr-2021, CHILLS (patient woke up with 5- 
seconds chills and went away quickly, happened 3 times during the day) had resolved. At the time 
of the report, FACIAL PARALYSIS (Felt left side of face drooped, unable to close left eye, and could 
not control left side of face) outcome was unknown. Treatment Medications included prednisone 
20mg 3 times daily for 4 days, valacyclovir 1 gm tablet 3 times daily for 7 days and artificial tears 
drops with directions instill 1 to 2 drops every 4 hours to left eye. On 04Apr2021, Emergency room 
and primary care doctors confirmed that it is Bell's Palsy. As up 16Apr2021, the neurologist 
assessed and confirmed of Bell's Palsy (severe facial paralysis). Based on current available 
information and the temporal relationship between product use and the start date of the events a 
causal relationship cannot be excluded. Action taken with MRNA-1273 in response to the events 
was not Applicable This case was linked to MODERNATX, INC.-MOD-2021-079332 (E2B Linked 
Report).; Sender's Comments: Based on current available information and the temporal 
relationship between product use and the start date of the events a causal relationship cannot be 
excluded. MODERNATX, INC.-MOD-2021-079332:Case for dose 1 


I started to develop Bell's palsy ~24hrs after receiving the vaccine (got the vaccine Saturday 1pm, 
noticed symptoms periodically through Sunday). I recognized the early symptoms from one 
previous episode of Bell's palsy ~7mo ago (knot next to/under nose with the feeling of tightness 
COVID19 and slight loss of feeling). I took 800mg ibuprofen every 3 hours upon the advice of my aunt, a 
BELL'S PALSY | VACCINE | 1246349-1 | Nurse practitioner, to hopefully stop it before it progressed to full palsy, but on Wednesday woke up 
(COVID19) ~~ | with facial droop and numbness primarily focused around the nose and upper lip on the right side. 
I went to Urgent Care facility, and received Prednisone for the Bell's palsy and Valacyclovir to cover 
in case it was a viral infection that flared when my immune system dropped after receiving the 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


vaccine. The facial numbness is getting better but is not yet resolved (Friday). I am in the process 
of scheduling a follow up with a neurologist. 


Symptoms ‘Vaccine | vaes 10 | Adverse Event Description 
ype 
COVID19 "Red patch on arm for about 10 days, he in size to 4""x6"". Tingling on tongue. Pain on back of 
BELL'S PALSY |VACCINE | 1246648-1 | head for several days, still continuing. Numbness in left jaw, Loss of muscle use on left side of 
(COVID19) face. Went to ER where they indicated Bell's palsy." 
COVID19 
BELL'S PALSY | VACCINE | 1246898-1 | Right sided Bell's palsy. Treated with antiviral and prednisone. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1246944-1 | Bell's Palsy of Left lower face/jaw started upon waking 4/22/21, pt's 2nd dose was 4/20/21 
(COVID19) 


My dad had his first Moderna shot on 3/2/21; second shot was on 3/30/21. On 3/3/21, he woke up 
and got Bell's Palsy. After doing some serious research, I discovered that Bell's Palsy is a side 
affect and per VAERS,, there's over 400 cases. My dad's right side of his face was getting worse to 
wear he couldn't close his right eye and as of today, 4/23/21, he still can't close it and my mom 
has to continue to put eye drops in his eye so his eye doesn't dry and damage his cornea. My dad 
goes see's his eye dr every two (2) weeks. One time the eye dr told my mom that my dad's face 
was getting better when it was obvious that it was getting worse. My dad has Dimentia and from 
COVID19 this reaction to his first shot, the dimentia has gotten worse; going downhill really fast and this is 
BELL'S PALSY | VACCINE | 1247380-1 | coming from my mom who is with him 24/7. Prior to getting the second shot on 3/30/21, all the 
(COVID19) doctors were telling my mom that it's fine for my dad to get the second shot. I told my mom that I 
didn't have a good feeling about my dad getting the second shot since most of the common side 
effects come with the second and if my dad is like this from the first shot, I can't imagine what 
would happen from getting the second shot. My dad said that he didn't want the second shot and 
all that he wants is eye to get better and to this day, that's all he wants and we keep on telling my 


dad that it'll eventually go away but we don't know when. Studies need to be done on who the 
vaccine reacts to those with dimentia. Not enough studies on why people get Bell's Palsy and other 
major side effects from the vaccine. 


COVID19 
BELL'S PALSY |VACCINE | 1247421-1 | LEFT FACIAL NERVE PALSY 
(COVID19) 


COVID19 Bells palsy happening on left side of his face, everything is paralyzed, small pain behind left ear, 
BELL'S PALSY |VACCINE | 1247561-1 | left eye will not close(drys out), and is still going on with no improvement Went to ER because they 
(COVID19) thought it was a stroke . 


"Six days following his Moderna vaccination he began to notice some pain in his neck. On the 

seventh day post vaccination, he noticed he was unable to drink well from a straw because his 

COVID19 mouth would not close normally. His symptoms did not improve, and on the ninth day, he noticed 

BELL'S PALSY | VACCINE | 1247721-1 | drooping of his face and went to the ER, where he was diagnosed with Bell's Palsy. He has 

(COVID19) improved some now and states, ""I'm getting better every day."" He continues to receive physical 

therapy and reports his speech is improving, and he is now able to close his eye on the affected 
side." 


COVID19 

BELL'S PALSY |VACCINE | 1247770-1 | Bell's palsy 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 1248037-1 | Bells Palsy 
(COVID19) 


We had a 22 year old male who developed a case of Bell?s Palsy about 7 days after his Pfizer Covid 
Vaccine dose #1. The diagnosis was confirmed by an ER doctor; he received prescriptions for oral 
prednisone and valacyclovir. He is due for his Covid Vaccine dose #2 this week on 04/21/2021; 
BELL'S PALSY WCE 1248038-1 presented with Bell's Palsy. vaccine postponed pending review of the website (Interim Clinical 
(COVID19) ~~~ | Considerations for Use of COVID-19 Vaccines | CDC) from the CDC. It clearly states that a history 
of Bell?s palsy is not a contraindication to Covid vaccination but does not state what to do for a 
case of Bell?s palsy that is temporally associated with the first Pfizer dose. Should we give him the 
second dose, delay the second dose or not give it at all? Please advise, 
COVID19 
BELL'S PALSY | VACCINE 1248043-1 Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1248106-1 | Patient diagnosed with Bell's Palsy on 4/20/21, 10 days post-vaccine 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1248177-1 | bells palsy, permanent nerve damage, trigeminal neuralgia, 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1248297-1 | Bell's Palsy. Treatment was steroids (PredniSONE). Unknown time course. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1248364-1 | Bell's Palsy diagnosed 3-31-21 by Dr. (Name). Started on Valtrex and Prednisone. 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1248457-1 | Been diagnosed at hospital Er with Bells Palsy. treatment was prednisone and valacyclovir pills. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1248495-1 | Bells palsy came into effect 1 week after the first Pfizer shot 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE | 1248583-1 | Chills cold following day April 16 bells palsy 
(COVID19) 


BELL'S PALSY Gane 4248799-1 Bell?s palsy, Rashes on trunk, rashes on face, weakness in hand on injection side, TSH level went 
(COVID19) -———~—~— | up despite being on medication, fatigue, low grade fevers 


Symptoms ees VAERS 1D Adverse Event Description 


side of the neck and ear ache; Nose draining; Sore Throat; Cannot swallow; Felt like hot iron stuck 
on the face; Eyes clumpy and hard to open mornings; Bell's Palsy; This spontaneous case was 
reported by a pharmacist (subsequently medically confirmed) and describes the occurrence of 
FACIAL PARALYSIS (Bell's Palsy) in a 53-year-old female patient who received mRNA-1273 
(Moderna COVID-19 Vaccine) (batch no. 017B21A) for COVID-19 vaccination. The occurrence of 
additional non-serious events is detailed below. Concurrent medical conditions included Cancer 
(stage 4 of unspecified cancer). Concomitant products included PEMBROLIZUMAB (KEYTRUDA) for 
an unknown indication. On 23-Mar-2021, the patient received first dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 23-Mar-2021, the patient experienced 
FACIAL PARALYSIS (Bell's Palsy) (seriousness criterion medically significant). On an unknown date, 
the patient experienced PAIN (side of the neck and ear ache), RHINORRHOEA (Nose draining), 
OROPHARYNGEAL PAIN (Sore Throat), DYSPHAGIA (Cannot swallow), BURNING SENSATION (Felt 
COVID19 like hot iron stuck on the face) and ABNORMAL SENSATION IN EYE (Eyes clumpy and hard to open 
BELL'S PALSY | VACCINE | 1249685-1 mornings). At the time of the report, FACIAL PARALYSIS (Bell's Palsy), PAIN (side of the neck and 
(COVID19) ear ache), RHINORRHOEA (Nose draining), OROPHARYNGEAL PAIN (Sore Throat), DYSPHAGIA 
(Cannot swallow), BURNING SENSATION (Felt like hot iron stuck on the face) and ABNORMAL 
SENSATION IN EYE (Eyes clumpy and hard to open mornings) outcome was unknown. The action 
taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For mRNA- 
1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any causality 
assessments. The patient's Primary Care Physician and Oncologist recommended not to have the 
second dose. Treatment included prednisone for 5 days, flonase, and ice pack to open the eyes. 
Patient stated that her Primary Care Physician and Oncologist recommended not to have the 
second dose. Company comment: Based on the current available information and temporal 
association between the use of the product and the start date of the events, a causal relationship 


cannot be excluded. Patient stated that her Primary Care Physician and Oncologist recommended 
not to have the second dose; Sender's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded. 


Struck down with Bell's Palsy over the weekend and was treated; Patient also experienced 
soreness at the injection site; This spontaneous case was reported by a consumer and describes 
the occurrence of FACIAL PARALYSIS (Struck down with Bell's Palsy over the weekend and was 
treated) in a 76-year-old male patient who received MRNA-1273 (Moderna COVID-19 Vaccine) for 
COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. The 
patient's past medical history included No adverse event. Concomitant products included 
VALACYCLOVIR [VALACICLOVIR] and NAPHAZOLINE HYDROCHLORIDE (EYE DROPS 
[NAPHAZOLINE HYDROCHLORIDE)) for Bell's palsy, APIXABAN (ELIQUIS), METOPROLOL 
TARTRATE, AMLODIPINE, ATORVASTATIN, CARBAMAZEPINE, FAMOTIDINE (PEPCID 
[FAMOTIDINE]), PARACETAMOL (TYLENOL) and PREDNISONE for an unknown indication. On 18- 
COVID19 Mar-2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (unknown 
BELL'S PALSY | VACCINE | 1249696-1 | route) 1 dosage form. On 18-Mar-2021, the patient experienced VACCINATION SITE PAIN (Patient 
(COVID19) also experienced soreness at the injection site). On 17-Apr-2021, the patient experienced FACIAL 
PARALYSIS (Struck down with Bell's Palsy over the weekend and was treated) (seriousness 
criterion medically significant). On 19-Mar-2021, VACCINATION SITE PAIN (Patient also 
experienced soreness at the injection site) had resolved. On 18-Apr-2021, FACIAL PARALYSIS 
(Struck down with Bell's Palsy over the weekend and was treated) had resolved. The action taken 
with MRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was unknown. Valacyclovir and Eye 
drop were listed in concomitant medication for Bell's palsy. Based on the current available 
information and temporal association between the use of the product and the start date of the 


events, a causal relationship cannot be excluded.; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the start date 
of the events, a causal relationship cannot be excluded. 


COVID19 
BELL'S PALSY | VACCINE | 1251126-1 | Developed Bell?s Palsy the next day. 
(COVID19) 


pain behind both ears, migraine, nauseousness, facial numbness and paralysis 


I had to go to the ER 1 week after my first shot and I got diagnosed with Bell?s Palsy. I am unsure 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
if this is linked to the vaccine but I have seen that this is a potential side effect and thought it may 
be linked but unsure. They diagnosed me with Bell?s Palsy and my right side of my face has still 


COVID19 
(COVID19) 
not been working properly. 
In the late afternoon of April 23rd I started to experience the effects of Bell's Palsy. Droopiness in 
COVID19 my lip, eyelid not closing, difficulty in drinking and eating. We went to our local minor emergency 
BELL'S PALSY | VACCINE center around 4pm and confirmed it was an episode of Bell's Palsy. The Dr prescribed Prednisone 
(COVID19) and Valtrex. I took the first dose around 6pm. All week long I'd been experiencing a mild headache 
Bell's Palsy on right side of face developed 4/22/21. Pt thought he was having a stroke and went to 
the ER. Doctor gave him B12 to inject 2 doses. Worsening 4/24/21 and having a lot of trouble 


and had seen the dr the day before. The diagnosis was muscle tension with arthritis in the neck 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) speaking and eating/drinking. 


and was assigned to physical therapy. 
Covi!) Headache started 4 days later. Treated with Tylenol same as after the shot. Woke up today with 
BELL'S PALSY | VACCINE 1251470-1 
(COVID19) left-side facial paralysis. The ER diagnosed me with Bell's palsy. 


COVID19 
BELL'S PALSY |VACCINE | 1251605-1 | Developed Bell?s Palsy on right side of my face. Gained most movement back in 1 1/2 weeks. 
(COVID19) 


36 Year old Male presents with Bell's palsy for 5 or more days ago-I took for 6 days (last day 
COVID19 yesterday) Medrol (Pk) 4 mg tablets in a dose pack - 1 dose pk orally per package directions 
Subjective: Date added: 04/18/2021 at 09:14 AM (MDT)Left sided facial weakness 2 daysNo fever/ 
BELL'S PALSY |VACCINE 1251833-1 
(COVID19) no difficulty in swallowing Had Covid19 vaccination 1 week ago as above, Moderna vaccine 
received 4/13/21 and developed facial paralysis left sided, cannot blink nor move face on left side, 
no headache, no nausea, left eye irritation as he cannot blink, no arm weakness or leg weakness. 


COVID19 
BELL'S PALSY |VACCINE Bell's Palsy right side 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


"Diagnosed with Bell's Palsy on right side of my face; administration date 02Mar2021/ number 2; 
administration date 09Mar2021/dose number 1; administration date 02Mar2021/ number 2; 
administration date 09Mar2021/dose number 1; This is a spontaneous report from a contactable 
consumer (patient). A 32-year-old male patient received the second dose of BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE), via an unknown route of administration at 32-years, at single 
dose in right arm on 02Mar2021 (as source reported; pending clarification) at 13:00 (Lot number: 
unknown) for COVID-19 immunisation. Medical history included high blood pressure and high 
cholesterol. Concomitant medications included atenolol, amlodipine and atorvastatin, all taken for 
COVID19 an unspecified indication, start and stop date were not reported. The previously received the first 
BELL'S PALSY |VACCINE | 1254724-1 | dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) also via an unknown route of 
(COVID19) administration at 32-years, at single dose in right arm on 09Mar2021 at 08:30 for COVID-19 
immunisation. The patient did not receive other vaccines within 4 weeks prior to the COVID 
vaccine. The patient was diagnosed with Bell's Palsy on right side of his face on O6Apr2021 06:00. 
The adverse event resulted in ""Doctor or other healthcare professional office/clinic visit"". And the 
patient received treatment with prednisone and valacyclovir for it. The patient was not diagnosed 
with COVID-19 prior to vaccination. He had Covid test (IDNOW COVID-19 rapid diagnostic test 


(nucleic acid amplification test NAAT)) post vaccination with type of Nasal Swab on 30Mar2021 
with a result of negative. Event outcome was recovering. Information on the lot/batch number has 
been requested." 


Bell's Palsy; something felt weird; asthma; facial numbness and tingling; facial numbness and 
tingling; This is a spontaneous report from a contactable consumer (patient). A 51-year-old female 
patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection), dose 1 
via an unspecified route of administration administered in arm left on O5Apr2021 (Batch/Lot 
Number: ER8727) at age of 51 years old as single dose for covid-19 immunisation. There was no 
medical history. There was no history of all previous immunization with the Pfizer vaccine 
considered as suspect. No additional vaccines administered on same date of the Pfizer suspect. No 
prior vaccinations within 4 weeks. No events following prior vaccinations. There were no 
concomitant medications. The patient had her 1st dose of Pfizer Covid-19 vaccine on Monday 
morning (O5Apr2021). The patient experienced facial numbness and tingling on O5Apr2021. After 
the injection she sat and waited for 15 minutes. When she got in the car, she felt her face tingling. 
1254731-1 


It had been a couple days of having the sensation in her face. She called her physician and it was 
labeled as Bell's Palsy. Her physician suggested she phone and report her experience. She had her 
appointment at 11:30. She was back in her car around 13:00. She noticed as she was driving, that 
something felt weird. She didn't know if it was numbness or tingling. She added it was not painful 
and she was not distorted. She thought it's numb. Her physician advised she take Motrin. Her 
physician shared an article about a trial that some people may experience this after, it included 4-5 
people. Her symptoms shifted. First in her cheeks, then over the course of yesterday and today, 
she feels it's on the side of her face. The forehead had gone away, but it's on the right side of her 
face. She added the symptoms were improving and clarified they were persisting. She had asthma 
and wanted to minimize the severity of Covid if she would ever get it. She had loved ones around 
and added that you never know. She wanted to protect herself. She wanted to get out and see her 
family and friends. Some of them have already been fully vaccinated. She was concerned when it 
started. It wasn't affecting her breathing, but she called her physician and asked if she needed to 
come in. Her physician suggested to just monitor it. The events did not require visit to emergency 
room or physician office. The outcome of events facial numbness and tingling was not recovered. 
The outcome of other events was unknown. 


Her platelets are 200, which is very low; Bell's palsy; Shot on the top of my shoulder; excruciating 
pain/shoulder pain/given high on the top of her shoulder. It hurt; sore arm; This is a spontaneous 
report from a contactable consumer (patient). A 61-year-old female patient received bnt162b2 
(PFIZER-BIONTECH COVID-19 VACCINE), first dose at the age of 61-years old via an unspecified 
route of administration on 19Mar2021 10:10 (Batch/Lot number was not reported) as single dose 
for covid-19 immunisation. Medical history included systemic lupus erythematosus from 1985 and 
ongoing, arthritis and osteoarthritis from an unknown date and unknown if ongoing (She has 
osteoarthrosis throughout her body and her feet). Family history included stroke (husband died at 
the age of 59, he was having stroke upon stroke). The patient's concomitant medications were not 
reported. It was reported that when she received the shot, it was given high on the top of her 
shoulder and it hurt. She could not move her arm for 3 days. The pain was excruciating. On the 
4th day, her arm was sore, but she could move it. She had no fevers, she didn't get sick, but she 
just couldn't move her arm. The shot was given at at 10:10 am, and by noon she could barely 
move her arm. Her left side of the mouth doesn't want to work properly. Her Bells Palsy started on 
O5Apr2021. She was in her car and driving to the store, when all of a sudden her left eye was 
COVID19 watering. She got home and she didn't see anything wrong with her eye, except it was watering. 
BELL'S PALSY |VACCINE | 1254752-1 | She could tell a difference between the left and right side of face when she touched it. Something 
(COVID19) ~~~ | was wrong with her right side. Her eye was not opening all the way, it's been dropping, and her lip 
was down. She can't smile, and when she drinks water it's comes out. The patient clarified that it 
was her left side that is drooping. She went to the emergency room due to Bell's palsy. She could 
not move her arm within 2 hours of getting the shot. The patient mentioned her whole body aches 
from the Lupus and arthritis, but the shoulder pain was different after the vaccine. The shot itself 
hurt, and she thinks the one who administered the vaccine might have hit something. There's not a 
day that doesn't go by that she is not in pain. Her platelets are 200, which is very low. The patient 
underwent lab tests and procedures which included activated partial thromboplastin time: unknown 
result, blood glucose: unknown result, computerised tomogram: unknown result, full blood count: 
unknown result, glomerular filtration rate: unknown result; all on O6Apr2021, magnetic resonance 
imaging: showed a darkened area in her brain that looks like its connected with Bells Palsy on an 
unspecified date, basic metabolic panel: unknown result on O6Apr2021, platelet count: her 
platelets are 200, which is very low on an unspecified date, prothrombin time: unknown result, 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


troponin i: unknown result (High sensitive ); both on O06Apr2021. The patient did not recover from 
Bell's palsy, recovered from vaccination site pain on 23Mar2021, from sore arm on 19Mar2021 and 
the outcome of the remaining event was unknown. Information about Lot/batch number is 
requested. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy that affects the right side of his face; This is a spontaneous report from a contactable 

consumer (patient). A 50-year-old male patient received the first dose of BNT162B2 (PFIZER- 

BIONTECH COVID-19 VACCINE, lot number: EP6955), via an unspecified route of administration on 

28Mar2021 at 16:45 (at the age of 50 years) at a single dose in the right arm for COVID-19 

immunization. Medical history included overweight and high blood pressure. The patient's 
1254844-1 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


concomitant medication included an unspecified multivitamins. The patient had no known allergies. 
Prior to vaccination, the patient was not diagnosed with COVID-19. The patient did not receive any 
other vaccines within 4 weeks prior to the COVID-19 vaccine. On 29Mar2021 at 17:00, the patient 
was diagnosed with a case of Bell's Palsy that affects the right side of his face. The event resulted 
in emergency room/department or urgent care. Prescription medications were given as treatment 
for the event. Since the vaccination, the patient has not been tested for COVID-19. The outcome of 
the event was not recovered. 


"anaphylaxis; very tired; infection; lump that was very itchy on his elbow; bottom lip was really 
swollen; bumps on his back and they were really itchy; the muscle became painful for the 
itchiness.; thing on his ankle looked like a ring, looked like ring worm; Rashes; on the right side of 
his face, he lost all muscle control and urgent care thought it was Bell's palsy/facial paralysis/facial 
issues; redness and itching and a little bit of swelling behind his right ear; redness and itching and 
a little bit of swelling behind his right ear/itchy spots/foot and ankle being very itchy/ intense 
itching on his foot; redness and itching and a little bit of swelling behind his right ear; This is a 
spontaneous report from contactable consumers (patient and patient's mother) and from a 
contactable healthcare professional (physical therapist, patient's father) via medical information 
team. A 29-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), 
first dose via an unspecified route of administration on 20Mar2021 (lot number and expiration date 
were not reported) as single dose for COVID-19 immunisation. Medical history and concomitant 
medications were not reported. The patient got his first dose of the vaccine on 20Mar2021. He was 
very tired at first, on Sunday (21Mar2021) at night he noticed redness and itching and a little bit of 
swelling behind his right ear. He saw a dermatologist on Tuesday (unspecified date) and gave him 
clindamycin but they think it may be an infection of some kind. That same night, he had a lump 
that was very itchy on his elbow and the next morning it was flat and completely gone. The next 
day on the right side of his face, he lost all muscle control and urgent care thought it was Bell's 
COVID19 palsy and had him go to the ER. By the time he got to the ER the symptoms resolved enough that 
BELL'S PALSY | VACCINE | 1254886-1 | they weren't concerned. A few days after, he woke up and his bottom lip was really swollen and 
(COVID19) that has never happened before. He took BENADRYL and that resolved. The patient got bumps on 
his back and they were really itchy, which resolved overnight. A couple days after, he got a patch 
on his palm and has been getting itchy spots on him that clear up. Last night (O7Apr2021), he 
noticed his foot and ankle being very itchy and the muscle became painful for the itchiness. It 
subsided overnight and then woke up with intense itching on his foot. The thing on his ankle 
looked like a ring, looked like ring worm. The patient wanted to know if there was an increased 
chance of fungal infection. The patient wanted to know if these were normal reactions and what 
should he do. The patient's father was concerned about his son's (patient) reaction and was 
concerned with anaphylaxis after 48 hours and wanted to know if that could happen. The father 
added that the patient had rashes and facial paralysis. The patient saw his primary care provider 
who told the patient to go to an allergist. It has been 3 weeks since the patient's injection but the 
father was worried and does not know if the patient was in the clear of anaphylaxis. The father 
stated that the facial issues were 3 days after the vaccine (23Mar2021). The father wanted to 
know if the patient was in danger now from this one and was wondering if the patient should take 
the second vaccine. The patient's allergist said no until they decide if the patient was allergic to 
something within the vaccine. The events were considered non-serious by the reporters. The 


patient recovered from Bell's palsy on 23Mar2021; recovered from ""bottom lip was really 


swollen" and ""bumps on his back and they were really itchy"" on unspecified dates. The outcome 
of the remaining events was unknown. Information on the lot/batch number has been requested." 


bells palsy; Pregnant at the time of vaccination?: Yes; I had a sore arm for about 12 hours but I 
also got numbness on the left side of my face; I had a sore arm for about 12 hours but I also got 
numbness on the left side of my face; slight tingling on left ear; This is a spontaneous report from 
a non-contactable consumer, the patient. This is a maternal report. A 33-years-old pregnant 
female patient received the second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA 
VACCINE), via an unspecified route of administration, administered in Arm Left on O5Apr2021 (at 
the age of 33 years old) (Batch/Lot number was not reported) as SINGLE DOSE for covid-19 
immunization. The patient medical history and concomitant medications were not reported. Facility 
where the most recent COVID-19 vaccine was administered was reported as Other. Historical 
Vaccine includes BNT162B2 on 15Mar2021 Dose 1. No other vaccines were given within 4 weeks. 
1255018-1 


Prior to vaccination, the patient was not diagnosed with COVID-19. Since the vaccination the 
patient had not been tested for COVID-19. On O5Apr2021 The patient experienced bells palsy, 
pregnant at the time of vaccination, had a sore arm for about 12 hours but I also got numbness on 
the left side of my face, slight tingling on left ear. The patient reported she became pregnant while 
taking bnt162b2. The patient is due to deliver on 14May2021. The patient underwent lab tests and 
procedures which included covid-19: negative on an unspecified date. The clinical course was 
reported as follows got my second shot and honestly have felt great since. Did have one weird 
symptom. Patient had a sore arm for about 12 hours but I also got numbness on the left side of 
my face. All of that disappeared overnight and reported she is doing just fine. Patient is going to 
talk to her doctor about it today to make sure it is not like Bells palsy or something. It went away 
overnight. Maybe a slight tingling on left ear still but its same side I got my shot. No Treatment 
was given for the events. The clinical outcome of the events Bell's palsy, Pain in arm, Numbness in 
face, Tingling sensation was recovering while exposure during Exposure during pregnancy was 
unknown. No follow-up attempts are needed. No further information is expected. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy; Persistent headache; This is a spontaneous report from a contactable consumer 

(patient). A 61-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 

VACCINE, Batch/Lot number was not reported), dose 2 via an unspecified route of administration, 

administered in Arm Left on 27Mar2021 12:00 (at the age of 61years) as single dose for Covid-19 

immunization. The patient received the first dose of BNT162B2 on 06Mar2021 12:00 (at the age of 

61years) for Covid-19 immunization. The patient is not pregnant at the time of vaccination. The 
1255087-1 


patient was not diagnosed with COVID-19 prior to vaccination. The patient did not receive any 
other vaccines within 4 weeks prior to the COVID vaccine. The patient's medical history was not 
reported. Concomitant medication included escitalopram oxalate (LEXAPRO) taken for an 
unspecified indication, start and stop date were not reported. It was reported that the patient 
experienced Bell's Palsy 10 days later. It was further reported that the patient had a persistent 
headache from date of second vaccine to now (pending clarification), including onset of Bell's Palsy. 
The onset date of adverse events was 07Apr2021 (11:00 AM) (as reported). The adverse events 
resulted in Emergency room/department or urgent care. The patient was treated with steroids and 
anti-viral. The patient has not been tested for COVID-19 since the vaccination. The outcome of 
events was not recovered. Information on the lot/batch number has been requested. 


Right sided Bell's Palsy Grade IV; This is a spontaneous report from a contactable physician. A 42- 
Year-old male patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE; 
Solution for injection, Lot Number: Unknown) intramuscular, administered in left arm on 
15Mar2021 (at the age of 41-years-old) as SINGLE DOSE, dose and second dose was 
intramuscular, administered in left arm on O5Apr2021 as SINGLE DOSE for covid-19 immunization. 
Medical history included covid-19 and ongoing allergies. Concomitant medication was Benadryl PRN 
for allergies. On O9Apr2021,the patient experienced right sided bell's palsy grade iv. The patient 
COVID19 underwent lab tests and procedures which included sars-cov-2 test was pending on 09Apr2021 
BELL'S PALSY | VACCINE Covid test type post vaccination done by nasal swab. Therapeutic measures were taken as a result 
(COVID19) of right sided bell's palsy grade iv included Prednisone Taper and pain medication. The outcome of 
event was not recovered. Information about the Lot/batch number has been requested. ; Sender's 
Comments: Considering a plausible temporal relationship, a possible contributory role of suspect 
vaccine BNT162B2 to the reported event facial paralysis cannot be completely excluded. The 
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


events. Any safety concern identified as part of this review, as well as any appropriate action in 
response, will be promptly notified to regulatory authorities, Ethics Committees, and Investigators, 
as appropriate. 


Bell's Palsy recurrence; This is a spontaneous report from a contactable consumer (Patient). A 25- 
years-old female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, 
solution for injection, Lot number: 59267-1000-01) via unspecified route administered on left arm 
COVID19 on 29Mar2021 at 17:45 as single dose for COVID-19 immunization. Medical history included facial 
BELL'S PALSY | VACCINE | 1255139-1 paralysis two times before once in 2013 and in 2015. Concomitant medications included Zoloft 
(COVID19) ~~ | 200. On O6Apr2021 at 20:00 pm, the patient experienced bell's palsy recurrence. It was reported 
that the patient developed recurrent symptoms of bell's palsy a week & one day out from the 
vaccine. The treatment for the event included Prednisone. The patient had no other vaccine in four 


weeks. The patient was not tested for covid post vaccination. There were no known allergies. The 
outcome of the event was unknown. 


Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 42-years-old 
male patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE; Batch/Lot 
Number: ER8732), via an unspecified route of administration, administered in Arm Right on 
COVID19 26Mar2021 14:30 (at 42-years-old) as single dose for COVID-19 immunization. Medical history 
BELL'S PALSY | VACCINE | 1255154-1 included Ankylosing Spondylitis and Iritis. Patient had no known allergies. Patient had no covid 
(COVID19) ~~ | prior vaccination. Patient was not tested with covid post vaccination. Vaccination facility type was 
School/Student Health Clinic. Concomitant medications included certolizumab pegol (CIMZIA); 
brimonidine tartrate. The patient experienced bell's palsy on O6Apr2021 08:00 with outcome of not 


recovered. Event resulted in Emergency room/department or urgent care. Treatment given was 
Methylpred Na Succinate, Prednisone, and Acycolvir. 


Bell's Palsy; right side of mouth felt numb; freezing cold; This is a spontaneous report from a 
contactable consumer (patient). A 60-year-old female patient received the second dose of 
bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE, lot number: EN6207), via an unspecified 
route of administration administered in right arm on 01Apr2021 15:15 (at the age of 60-year-old) 
as SINGLE DOSE for COVID-19 immunisation. The patient was not pregnant at the time of 
vaccination. The patient had no other vaccine in four weeks. The patient had no COVID prior 
vaccination and was not COVID tested post vaccination. Medical history included high blood 
pressure. The patient had known allergies with Allegra. Concomitant medications included 
pravastatin; ascorbic acid, betacarotene, cupric oxide, tocopheryl acetate, zinc oxide 
(PRESERVISION); cetirizine hydrochloride (ZYRTEC [CETIRIZINE HYDROCHLORIDE]); and 
bupropion. Historical vaccine includes first dose of bnti62b2 (PFIZER-BIONTECH COVID-19 MRNA 
VACCINE, lot number: EN6199), administered in the left arm on 14Mar2021 at 04:00 PM for 
COVID-19 immunisation. On 02Apr2021 at 13:00, the patient got freezing cold. The patient was 
cold for several hours. On O3Apr2021, the patient woke up and right side of mouth felt numb. The 
patient went to urgent care and was diagnosed with Bell's Palsy on O3Apr2021. The events 
resulted in doctor or other healthcare professional office/clinic visit, emergency room/department 
or urgent care. Therapeutic measures were taken as a result of bell's palsy, freezing cold, and right 
side of mouth felt numb. The patient had not yet recovered from the events. 


Bell's Palsy; This is a spontaneous report from a contactable consumer (patient) via a Pfizer- 
sponsored program COVAX US Support. A female patient of an unspecified age received the first 
dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection; Batch/Lot 
COVID19 number was not reported), via an unspecified route of administration on an unspecified date as 
BELL'S PALSY | VACCINE single dose for COVID-19 immunization. The patient's medical history and concomitant 
(COVID19) medications were not reported. On an unspecified date, the patient experienced Bell's Palsy within 
two days following first dose of vaccine. The patient stated that she was hospitalized, and a 
neurologist told her to get it (as reported). The outcome of the event was unknown. Information 


COVID19 
BELL'S PALSY |VACCINE | 1255214-1 
(COVID19) 


on the lot/batch number has been requested. 


Symptoms ees VAERS 1D Adverse Event Description 


Before the Bell's Palsy diagnosis she felt like she was getting a cold; dry eye and eye watering; 
pain in her feet; dry eye and eye watering; Bell's palsy; Legs went numb; Feet burning; Arms went 
numb; Nausea; This is a spontaneous report from a contactable consumer. A 49-year-old female 
patient received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an 
unspecified route of administration, administered in Arm Left on 30Mar2021 11:45 (Batch/Lot 
Number: ERG213) as a single dose for covid-19 immunisation. The patient's medical history 
included ongoing systemic lupus erythematosus diagnosed 17 years ago. The patient's concomitant 
medications were not reported. On 30Mar2021, the patient experienced headache and nausea, 
arms went numb on 31Mar2021, legs went numb and feet burning on 01Apr2021. On O5Apr2021, 
the patient was diagnosed with Bell's palsy. It was also reported that before the bell's palsy 
COVID19 diagnosis she felt like she was getting a cold. It was further reported that on the first day the 
BELL'S PALSY | VACCINE | 1255357-1 patient had a headache and nausea. The second day her legs went numb for 3 days, on 05Apr2021 
(COVID19) ~~ | she got Bell's Palsy. Patient cannot talk, symptoms were not treated in any way. Patient had 
numbness in her arms first and then it went to her legs. She later clarified her arms and legs are 
still numb. The headache started soon as she got the vaccine. Her nausea started 2 hours after the 
vaccine and lasted 8 hours. Her legs still bothering her. She still has pain in her feet. Before the 
Bell's Palsy diagnosis she felt like she was getting a cold. She had a headache on the right side of 
the face. Her tongue was numb 3 days ago. She can't close her eye all the way, it was causing 
headache, dry eye and eye watering. It was going into her nose. Her lip was moving, she cannot 
talk. She went to urgent care last night after her daughter asked why she was winking. Her lip was 
sagging and thought it was a stroke. They said the Bells Palsy was definitely from the vaccine. The 


outcome of the event nausea was recovered on 30Mar2021, Bell's Palsy legs went numb, arms 
went numb, feet burning was not recovered and unknown outcome for the event before the Bell's 
Palsy diagnosis she felt like she was getting a cold. 


Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 44-year-old 
male patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an 
unspecified route of administration, administered in Arm Right on 02Apr2021 15:00 (Lot Number: 
Er8737) as single dose (at the age of 44-years-old) for covid-19 immunisation. Medical history was 
COVID19 reported as none. Patient had no known allergies. There were no concomitant medications in two 
BELL'S PALSY | VACCINE | 1255369-1 weeks prior to the vaccination. Patient did not receive other vaccine in four weeks prior to the 
(COVID19) “~~~ | COVID vaccine. Patient had no COVID prior vaccination. Patient was not tested for Covid post 
vaccination. On O8Apr2021 06:00 patient experienced bells palsy. Event resulted Doctor or other 
healthcare professional office/clinic visit, Emergency room/department or urgent care, Prolongation 
of existing hospitalization (vaccine received during existing hospitalization). Therapeutic measures 


taken as a result of bells palsy included antibiotics and steroids. Patient had not recovered from 
the event, at the time of the report. 


COVID19 
BELL'S PALSY | VACCINE 1255970-1 | Bells Palsy 
(COVID19) 
COVID19 ?Prized-BioNTech COVID-19 Vaccine EUA? My symptoms started two days after first vaccine. My 
BELL'S PALSY |VACCINE | 1256097-1 | right eye started drooping and my smile was drooping as well. The right side of face was like I had 
(COVID19) a stroke. I went to urgent care and was diagnosed with Bell?s Palsy. 
COVID19 
BELL'S PALSY | VACCINE 1256217-1 | Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Bells Palsy due to facial swelling and jaw pain. Swollen lymph nodes. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1256740-1 | Bell?s Palsy 
(COVID19) 
COVID19 Within 48 hours, patient developed left sided facial numbness, weakness of the left face (forehead, 
BELL'S PALSY | VACCINE | 1256836-1 | eyebrows, L eyelid, cheeks and corner of the mouth). Patient was seen on 4/25 and diagnosed with 
(COVID19) Bell's Palsy and started on Prednisone. 
COVID19 I developed a right-sided Bell's Palsy approximately two weeks following the first injection. 
BELL'S PALSY | VACCINE | 1256878-1 Symptoms began on Monday, April 12, 2021. I was seen in Hospital ER on April 13, 2021 and 
(COVID19) ~~~ | started on Prednisone. I was seen by my PCP on April 20, 2021, who provided referrals for 
Neurology and Physical Therapy. The palsy persists as of this reporting. 
COVID19 
BELL'S PALSY |VACCINE 1256900-1 | bell's palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 1257033-1 | Bell's Palsy 
(COVID19) 


COVID19 Pt received her second covid 19 vaccine on 3/11/21 and came to the ER on 4/25 c/o sudden right 
BELL'S PALSY | VACCINE | 1257084-1 | sided facial weakness starting 4/24. noted to have r sided facial drooping c/w bell's palsy. pt was 
(COVID19) given antiviral, steroids and discharged home to recover from the ER. 


After my second Moderna vaccine , I developed Bells Palsey on the right side of my face, and some 
on the left. I went to Medical Center and saw one of the providers (it was a Saturday) who did a 
aed neurological m and 99% it Bells but nted testi d ti H t 
BELL'S PALSY | VACCINE | 1257126-1 u gical exam and was 99% sure it was Bells but wanted more testing and caution. He sen 
(COVID19) ~~~ | me to Hospital where I went into the ER and they were expecting me. I was there about 4 hours or 
so, and had a bunch of tests. I left with a prescription for Prednisone and Valacyclovir, which is an 


COVID19 
BELL'S PALSY | VACCINE Bell's Palsy 
(COVID19) 


anti-viral. 


BELL'S PALSY ce 4257236-1 Bell's Palsy--left lower facial droop and numbness started 4/23/21 Treated with Prednisone and 
(COVID19) — | Valacyclovir on 4/25/21 
COvID19 lysis of left side of f hich i tomatic of Bells' Palsy. This lasted three days. Mai 
BELL'S PALSY |VACCINE | 1257276-1. | Paralysis of left side of face which is symptomatic of Bells’ Palsy. This laste ree days. Main 
(COVID19) == | question now is should she receive the second dose on May 2 ? 
COVID19 
BELL'S PALSY |VACCINE | 1257337-1 | Right eye twitching, pain behind ears and facial paralysis to right side of face, cannot smile 


-Sumptome Vaccine VAERS rr Even De Ser HO 


On 4/15, my sinus' were enflamed (but no dripping or sneezing) and the portion of my neck below 
COVID19 my ear on the left was sore; almost like a strained muscle. I thought maybe allergies due to all the 
BELL'S PALSY | VACCINE | 1257733-1 pollen in the air. I began taking OTC Zyrtec on 4/19. The morning of 4/22, I woke up and started 


(COVID19) my day. When I tried to take a drink, I realized the left side of my face was paralyzed. I called my 
primary care ASAP. We agreed it wasn't a stroke as I could move everything below my shoulder 
and my blood pressure was fine. I was diagnosed with Bell's Palsy and have been on steroids since. 


COVID19 
BELL'S PALSY | VACCINE | 1257824-1 | Side of my face doesn't work. I think I have bells palsey. Mouth is drooping. Can wink in one eye. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1258045-1 | Bell's Palsy. Feel numbness on the right side of face for about 10 days. 
(COVID19) 


COVID19 BELLS PALSY THE DAY AFTER RECIEVING THE FIRST DOSE OF MODERNA.WENT TO ER AND SAW 
BELL'S PALSY | VACCINE | 1258118-1 | PRIMARY MD. HE WAS TREATED WITH PREDNISONE PACK, AND VALTERX. SYMPTOMS ARE 


(COVID19) ALMOST RESOLVED TODAY-4/26/2021 
reports symptoms of right eye tearing and tongue paresthesia with inabity to drink out of right side 
COVID19 of mouth and or grasp straw. reported drooling with right side facial drooping noted on ER visit. 
BELL'S PALSY | VACCINE Reports that symptoms started approx. on the 16 of Apr and was evaluated on the 23 of Apr for 
(COVID19) concerns of TIA which was ruled out. Pt was then treated for suspected Bells Palsy with Acyclovir 
and Prednisone 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 Started with right ear pain, which became within several days severe Bell?s palsy. I had complete 
BELL'S PALSY | VACCINE | 1258880-1 right sided facial paralysis, including the right side of my mouth, throat and eye not closing. I had 
(COVID19) ~~ | extreme fatigue, facial pain, ear pain, throat pain, difficulty swallowing. This took 1 month to have 


4/22 at 9pm - rash and swelling to eyes resolved with benadryl 4/25 at 7am -bells palsy noted 


improvement. Also had some elevated heart rate. 


COVID19 
BELL'S PALSY |VACCINE | 1258906-1 | Bell's palsy (recurrent - had one episode 6 years ago) 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE 1258986-1 Bell's palsy 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE diagnose with Bell's Palsey. 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE 

(COVID19) 

GOVID1I9 Bell's Palsy - predniSONE 40 MG for 7 days valACYClovir Take 1 tablet (1,000 mg total) by mouth 3 
BELL'S PALSY |VACCINE 1259708-1 times dail f 

(COVID19) meS daly. 

CoviID19 Bell Palsy, left side of face severe paralysis. Treatment Prednisone 20MG Tablets (7 days) / follow 
BELLS PALSY | VACCINE | TASEN with rima care doctor. l 

(COVID19) up primary i 

COVID19 
BELL'S PALSY |VACCINE 1259980-1 | Development of Bells Palsy, no known cause 

(COVID19) 


*PLEASE NOTE: The second Pfizer dose was received on 1/29/2021, could only enter one date on 
COVID19 the previous form.* Patient awoke with profound paralysis and drooping on right side of face. 
BELL'S PALSY |VACCINE | 1260304-1 | Could not close right eye. No pain, numbness, or tingling. Patient contacted a doctor approximately 
(COVID19) 36 hours after onset of symptoms. Diagnosis of Bell's palsy via video examination and interview. 


Bell's Palsy symptoms 


Will visit local physician tomorrow (4/27). 


COVID19 
BELL'S PALSY |VACCINE Bell's palsy. 
(COVID19) 


Patient states he received J&J vaccine on 4/1; on 4/10 he had nonradiating persistent low back 
pain. A few days after that (on 4/13) he felt numbness and pain in his legs, in addition to ? 
decreased sensation in his inner thighs. These sensations were migratory and intermittent. Also 
noted in his upper extremities as well. He also had issues with temperature sensation in his lower 
extremities. On 4/14 he had slight haziness in vision while driving which resolved after 30-60min 
and has not recurred. He also had slight difficulty walking. On 4/15 he had an appointment with his 
PMD; had L-spine XR which revealed moderate lower lumbar facet arthritis, and was thought that 
change in sensation was likely d/t radiculopathy - was prescribed ibuprofen, muscle relaxant, 

COVID19 ; . i 

BELL'S PALSY | VACCINE | 1260371-1 oxycodone (took oxy x1, ibuprofen for a few days). Since then he has also had intermittent 

(COVID19) ~~~ | stabbing pains in various parts of his body which resolved spontaneously. On 4/17-4/18 his back 
pain resolved. On 4/18 at 4:30am he woke up with R-sided facial weakness. He has not had focal 
weakness aside from the face. Was seen in ED that morning for this R-sided facial droop involving 
the forehead, diagnosed with Bell's palsy and given prednisone/valacyclovir. Yesterday 4/19 around 
mid-day he started having L-sided facial weakness and slurred speech. This has progressed since 
yesterday. Reports ability to swallow, though a little difficult d/t cheek weakness. Low back pain 
has returned as well. Does report constipation and possible poor bladder emptying for the last few 
days. He was seen by a Doctor and referred to ED to rule out AIDP and other diseases after J&J 
vaccine. 


COVID19 

BELL'S PALSY |VACCINE | 1260568-1 | Bell?s Palsy 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 1260795-1 | Bell's Palsy 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


BELL'S PALSY; This spontaneous report received from a patient concerned a 74 year old female. 

The patient's height, and weight were not reported. The patient had no known drug allergies. The 

patient was not involved in any accident nor had any prior history of Bell's palsy. The patient 

received covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not reported, 

batch number: 1805022 expiry: UNKNOWN) dose was not reported, 1 total, administered on 08- 

MAR-2021 on left deltoid for prophylactic vaccination. On 22-MAR-2021, the patient developed 
COVID19 slurred speech. On 08-APR-2021, the patient had drooping eyelids, was unable to close mouth and 

1261286-1 


: had puff cheeks. On 12-APR-2021, the patient visited her doctor's office and diagnosed with Bell's 

BELES PALZ ICOVIDIÐ) palsy which was further confirmed with computerized tomography (CAT) scan. On an unspecified 
date in APR-2021, Laboratory data included: computerized tomography CAT) scan (NR: not 
provided) Bell's Palsy. Treatment medications included: prednisone. The action taken with covid-19 
vaccine ad26.cov2.s was not applicable. The patient was recovering from bell's palsy. This report 
was serious (Other Medically Important Condition).; Sender's Comments: VO: 20210436167-covid- 
19 vaccine ad26.cov2.s-Bell's palsy. This event(s) is considered unassessable. The event(s) has a 
compatible/suggestive temporal relationship, is unlabeled, and has unknown scientific plausibility. 
There is no information on any other factors potentially associated with the event(s). 


Half of her face drooped and was paralyzed, she went to the urgent care and was diagnosed with 
bell's palsy; This spontaneous case was reported by a consumer (Subsequently medically 
confirmed) and describes the occurrence of FACIAL PARALYSIS (Half of her face drooped and was 
paralyzed, she went to the urgent care and was diagnosed with bell's palsy) in a 41-year-old 
female patient who received MRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. 
The patient's past medical history included No adverse event (No recorded medical history). On 
20-Mar-2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) 
(unknown route) 1 dosage form. On 05-Apr-2021, the patient experienced FACIAL PARALYSIS (Half 

COVID19 of her face drooped and was paralyzed, she went to the urgent care and was diagnosed with bell's 

BELL'S PALSY | VACCINE | 1261486-1 palsy) (seriousness criterion medically significant). At the time of the report, FACIAL PARALYSIS 

(COVID19) ~~~ | (Half of her face drooped and was paralyzed, she went to the urgent care and was diagnosed with 
bell's palsy) had not resolved. The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) 
(Unknown) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown), the reporter 
did not provide any causality assessments. Concomitant product use was not provided by the 
reporter. As of 12-Apr-2021, the patient cannot move the left side of face. Treatment for the event 
included acyclovir and prednisone. Company Comment - Based on the current available 


information and temporal association between the use of the product and the start date of the 
event, a causal relationship cannot be excluded.; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the start date 
of the event, a causal relationship cannot be excluded. 


similar to Bells Palsy; Very dull numbness in the left side of her face; slight headache; This 

spontaneous case was reported by a consumer and describes the occurrence of FACIAL PARALYSIS 

(similar to Bells Palsy) in a 55-year-old female patient who received mRNA-1273 (Moderna COVID- 

19 Vaccine) (batch no. 046A21A) for COVID-19 vaccination. The occurrence of additional non- 

serious events is detailed below. The patient's past medical history included No adverse event. On 

11-Apr-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) 
1261487-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


(Intramuscular) 1 dosage form. On 11-Apr-2021, the patient experienced FACIAL PARALYSIS 
(similar to Bells Palsy) (seriousness criterion medically significant), HYPOAESTHESIA (Very dull 
numbness in the left side of her face) and HEADACHE (slight headache). At the time of the report, 
FACIAL PARALYSIS (similar to Bells Palsy), HYPOAESTHESIA (Very dull numbness in the left side of 
her face) and HEADACHE (slight headache) had not resolved. The action taken with MRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For mRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular), the reporter did not provide any causality assessments.; Sender's 
Comments: Based on the current available information and temporal association between the use 
of the product and the onset date of the reported events, a causal relationship cannot be excluded. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


(Intramuscular) dosage was changed to 1 dosage form. On an unknown date, the patient 
experienced FACIAL PARALYSIS (Bell's Palsy after second vaccine) (seriousness criteria 
hospitalization and medically significant). At the time of the report, FACIAL PARALYSIS (Bell's Palsy 
after second vaccine) outcome was unknown. For MRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular), the reporter did not provide any causality assessments. No concomitant 
medications were reported. No treatment medications were reported.; Sender's Comments: 
Limited information regarding the event has been provided at this time and a causal relationship 
cannot be excluded 


"diagnosed with Bells Palsy; fever; muscle aches; headache; throwing up; chills; swollen lymph 
nodes/swollen glands; swollen injection site; tired; mouth ulcers; extreme nerve pain; This is a 
spontaneous report from a contactable consumer. A 47-year-old female patient received BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), dose 2 via an unspecified route of 
administration, administered on left arm on O8Apr2021 15:00 (Batch/Lot number was not 
reported) at single dose (at the age of 47 years old) for COVID-19 immunisation. Medical history 
included ""if covid prior vaccination: Yes"". Concomitant medications included potassium, vitamin c 
COVID19 [ascorbic acid] (VITAMIN C [ASCORBIC ACID]), cetirizine and chlorthalidone, all taken for an 
BELL'S PALSY | VACCINE | 1261716-1 | unspecified indication, start and stop date were not reported. The patient previously took 
(COVID19) BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), dose 1 for COVID-19 
immunisation. The patient reported, ""fever, muscle aches, headache, throwing up, chills, swollen 
lymph nodes, swollen injection site, tired. After chills, fever, throwing up, mouth ulcers. On day 7 I 
have extreme nerve pain, swollen glands, and paralysis on left side of face. Went to DR and they 
diagnosed with Bells Palsy. Left side of face does not move at all"", O9Apr2021 09:00. The patient 


Bell's Palsy after second vaccine; This spontaneous case was reported by a health care professional 
and describes the occurrence of FACIAL PARALYSIS (Bell's Palsy after second vaccine) in a 60-year- 
old male patient who received MRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 
vaccination. No Medical History information was reported. On an unknown date, the patient 
received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 
an unknown date, received second dose of MRNA-1273 (Moderna COVID-19 Vaccine) 

1261531-1 


received no treatment. The outcome of bells palsy, extreme nerve pain, mouth ulcers and swollen 
lymph nodes/ swollen glands were not recovered and other events was recovering. Information 
about lot/batch number has been requested." 


Symptoms ees VAERS 1D Adverse Event Description 


Bells Palsy; This is a spontaneous report from a contactable consumer reporting for husband. A 58- 
year-old male patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA 
VACCINE) (lot number EW0153/expiration date: 31Jul2021), via an unspecified route of 
administration, on 11Apr2021 (at the age of 58 years old) as a single dose in the left arm for 
COVID-19 IMMUNIZATION. The patient previously patient received the first dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 mRNA VACCINE) (lot number EM8727/expiration date: 31Jul2021), 
via an unspecified route of administration, on 21Mar2021 (at the age of 58 years old) as a single 
dose for COVID-19 IMMUNIZATION. Relevant medical history included ongoing hypertension, when 
he was about 45, probably 10 years and was recovering from leukemia onset 2 years ago, in 2019 
and he has been recovering from leukemia since about 2020; the patient had an ongoing history of 
BELL'S PALSY PEPE 1261791-1 being a little overweight, with onset unknown other than over 10 years ago. Concomitant 

(COVID19) ~~~ | medication included nebivolol hydrochloride (BYSTOLIC) 10mg tablet taken by mouth once daily 
for hypertension. The patient did not receive any other vaccines within 4 weeks prior to the COVID 
vaccine. On 12Apr2021, late afternoon the patient experienced swelling in his face, couldn't blink, 
drooping and was diagnosed with Bells Palsy which required an emergency room visit. He was not 
admitted to the hospital for this event, was kept under observation only in the emergency room on 
12Apr2021. He was given some medication and then discharged. Bell's Palsy affected his right side 
of his face. The outcome was improved, the pain was a little less; but he still does not have, 
nothing works on the right side of his face. His right eye does not blink, eyebrow does not move, 

B 


and he still can't speak very good. Treatment was received for the event. The outcome of the 
events Bells Palsy was recovering. Since the vaccination, the patient had not been tested for 
COVID-19. 


Right side of face freezes (possible Bell's palsy) upon awakening from sleep; This is a spontaneous 
report from a contactable consumer (patient). A 57-year-old male patient received BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE; Lot Number: ER20150), via an unspecified route of 
COVID19 administration in right arm, on 12Apr2021 at 07:00 PM (19:00), at a single dose, for COVID-19 
ELL'S PALSY |VACCINE | 1261798-1 | immunization. The patient had no medical history and concomitant medications. No other vaccine 
(COVID19) was administered in four weeks. On 13Apr2021 at 06:30 AM, the patient's right side of face 
freezes (possible Bell's palsy) upon awakening from sleep. No treatment was administered for the 


event. The patient has not been tested for COVID-19 post-vaccination. The outcome of the event 
was unknown. 


diagnosed with Bells palsy; face was red,Face turning bright red; Like had a worse sunburn on 
face; face was red hot,extremly hot; Whole face swollen up; Blood out of nose; face pealed,Top of 
head pealed,face broke out; Teeth started hurting, every tooth of mouth,Still happening in the 
back of the teeth; Throat swelling; general aches; headache; little bit of fever; This spontaneous 
case was reported by a consumer (subsequently medically confirmed) and describes the 
occurrence of FACIAL PARALYSIS (diagnosed with Bells palsy) in a 68-year-old patient of an 
unknown gender who received MRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below. No Medical History 
information was reported. On 09-Apr-2021, the patient received first dose of MRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 09-Apr-2021, the patient 
experienced FACIAL PARALYSIS (diagnosed with Bells palsy) (seriousness criterion medically 
significant), ERYTHEMA (face was red,Face turning bright red), RASH ERYTHEMATOUS (Like had a 
worse sunburn on face), FEELING HOT (face was red hot,extremly hot), SWELLING FACE (Whole 
face swollen up), EPISTAXIS (Blood out of nose), SKIN EXFOLIATION (face pealed,Top of head 
COVID19 pealed,face broke out), TOOTHACHE (Teeth started hurting, every tooth of mouth,Still happening 
BELL'S PALSY | VACCINE in the back of the teeth), PHARYNGEAL SWELLING (Throat swelling), MYALGIA (general aches), 
(COVID19) HEADACHE (headache) and PYREXIA (little bit of fever). At the time of the report, FACIAL 
PARALYSIS (diagnosed with Bells palsy), ERYTHEMA (face was red,Face turning bright red), RASH 
ERYTHEMATOUS (Like had a worse sunburn on face), FEELING HOT (face was red hot,extremly 
hot), SWELLING FACE (Whole face swollen up), EPISTAXIS (Blood out of nose), SKIN EXFOLIATION 
(face pealed,Top of head pealed,face broke out), TOOTHACHE (Teeth started hurting, every tooth 
of mouth,Still happening in the back of the teeth), MYALGIA (general aches), HEADACHE 
(headache) and PYREXIA (little bit of fever) had not resolved and PHARYNGEAL SWELLING (Throat 
swelling) outcome was unknown. The action taken with MRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) was unknown. There is no concomitant list. Treatment includes a steroid shot from 
doctor after face broke out. Company comment: Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal 


relationship cannot be excluded. However, further information has been requested. Reporter did 
not allow further contact; Sender's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded. However, further information has been requested. 


COVID19 l , l oo 
BELL'S PALSY |VACCINE | 1261990-1 a Palsy RULES OUT STROKE (CT scan). right sided facial drop. Narrative: Other Relevant 
(COVID19) ry: 
CoOVID19 I have Bells Palsy I know at least one other person who lives near me with the same How can this 
BELL'S PALSY |VACCINE 1262732-1 > 1 j À 
(COVID19) = | be so rare ? I'm so afraid to get the second shot Please tell me something 


Patient received first dose of Moderna COVID vaccine vaccine clinic 4/5/21. Nine days later she 
COVID19 developed what she believed to be stroke symptoms including blurred vision, and numbness in her 
BELL'S PALSY |VACCINE | 1263008-1 | tongue and mouth. She went to emergency department for evaluation but ended up leaving AMA 
(COVID19) when they thought that she was not experiencing stroke symptoms but Bells Palsy. She followed 


up with PCP Dr on 4/15/21 who confirmed diagnosis. 


COVID19 April 22nd, woke with neck pain. Persisted for 2 days and developed tingling of one side (left) of 
BELL'S PALSY | VACCINE the tongue. Continued pain and numbness until unspecified time when left sided paralysis began. 
(COVID19) Went to ER and was diagnosed with Bell?s Palsy. Taking a steroid and Valtrex as prescribed by hcp. 


COVID19 
BELL'S PALSY | VACCINE | 1263379-1 | left-sided Bell's palsy. Referral to the facial palsy clinic for further work-up. 
(COVID19) 


COVID19 i : : 
BELL'S PALSY |VACCINE | 1263456-1 Developed Bell's Palsy on L face on 4/23/21. Presented to me for evaluation on 4/27/21 since 
(COVID19) => | symptoms had not improved. 


Symptoms eee [symptoms | Vaccine |yaersro| adverse Event Description = Adverse Event Description 


Dr., reports that pt experience Bells Palsy 12 days post-vaccination. Dr., reported that pt went to 
Hospital on 4/17/2021 and released same day; pt was prescribed Medrol dose Pak and Acyclovir. Pt 
was seen by Dr., (general practitioner & ophthalmologist), Dr., discontinued the Medrol dose Pak 
and Acyclovir and prescribed Prednisone 60/40 to be taken for a week and Valtrex 1 mg to be 
taken TID x7 days; Dr., also ordered protein spikes for IgM and IgG Herpes Zoster & Herpes 
Simplex, basic blood test. Pt have follow up appt today with Dr., since pt is starting to develop dry 
eyes and he cannot close his eyes, pt is prescribed artificial tears drop for use during the day and 
COVID19 CELLUVISC eye ointment to used during the night. Dr., recommends that pt refrained from getting 
BELL'S PALSY 


VACCINE | 1263468-1 | the 2nd dose until more is known based on pt.'s condition; from his professional experience Bell's 

(COVID19) Palsy can dissipate in 4-6 months and not uncommon after post flu vaccination. Advised Dr. per 
CDC Bell's palsy is not a contraindication to getting 2nd dose of the vaccine. Advised we agreed 
with his recommendations that pt should postpone his second dose to see if his symptoms 
dissipate first. 4/21-Spoke to Dr. and he had concerns of patient receiving second vaccination shot. 
I advised currently per CDC there are no contraindications with vaccine and Bell's Palsy. 
Recommended for him to contact CDC hotline for further advice and transferred his call to CDC 
Covid hotline. Dx with Bell's Palsy; feeling more movement on the face today. Working with Dr. in 
regards to treatment and second dose of Pfizer vaccine. Will contact next week to follow up. 


Bell's palsy, abnormal taste, ear pain, fullness, vertigo 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Bell's Palsy left sided 
(COVID19) 


COVID19 "Patient reported that she received Moderna Covid vaccine on 03/27/2021. She reports that on 
BELL'S PALSY | VACCINE 
(COVID19) 


04/07/2021 she began to feel ""stabbing like, intermittent" sensation in the right occipital Fegion: 
COVID19 Pt woke up 3/26/21 with drooping of face on one side. Got evaluated by doctor following day with 
BELL'S PALSY |VACCINE | 1264310-1 
(COVID19) Bell's Palsy. 


She wen to the Emergency Department on 04/17/2021 and was diagnosed with Bell's Palsy." 
BELLS PALSY; This spontaneous report received from a patient via a company representative 
concerned a patient of unspecified age and sex. The patient's weight, height, and medical history 
were not reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, 
route of admin not reported, batch number: Unknown) dose was not reported, one total, 
administered on 15-APR-2021 for prophylactic vaccination. The batch number was not reported. 
COVID19 The Company is unable to perform follow-up to request batch/lot numbers. No concomitant 
BELL'S PALSY medications were reported. On 15-APR-2021, the patient experienced numbness on left side of 


31-1 
counts) 12644311 face, bells palsy diagnosed, was in emergency room it was direct effect from vaccine. The action 


taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of the bells palsy was 
not reported. This report was serious (Other Medically Important Condition).; Sender's Comments: 
20210441515- Covid-19 vaccine ad26.cov2-Bell's palsy. This event(s) is considered unassessable. 
The event(s) has a compatible/suggestive temporal relationship, is unlabeled, and has unknown 
scientific plausibility. There is no information on any other factors potentially associated with the 
event(s). 


COVID19 
BELL'S PALSY | VACCINE | 1264860-1 | Bell's palsy, physical therapy, Prednisone, Valaciclovir 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Right sided Bell's Palsy 
(COVID19) 


On 06Apr2021, diagnosed at ER with Bell's Palsy, Woke up with no left side facial function.; This is 
a spontaneous report from a contactable consumer, reporting for herself. A non-pregnant 71- -year- 
old female patient received the second dose of the bnt162b2 (BNT162B2), via an unspecified route 
of administration in the left arm on 02Mar2021 at 09:30 at a single dose for covid-19 
immunisation. Medical history included liver/kidney transplant, thyroid nodules, and high blood 
pressure. Concomitant medications included tacrolimus (PROGRAF); levothyroxine 
COVID19 (MANUFACTURER UNKNOWN); prednisone (MANUFACTURER UNKNOWN); bupropion 
BELL'S PALSY (MANUFACTURER UNKNOWN). The patient previously received the first dose of the bnt162b2 on 


(coun we O09Feb2021 at 9:30am at 71 years of age in the left arm for covid-19 immunisation. The patient did 


not receive other vaccines in four weeks. There were no known allergies. On 04Apr2021 (as 
reported), the patient was diagnosed at the emergency room with Bell's palsy, woke up with no left 
side facial function on O6Apr2021 (as reported). Therapeutic measures were taken as a result of 
the event and included treatment with valacyclovir 1000mg three times a daily and prednisone 
60mg three times a day. There was no COVID prior to or post vaccination. The clinical outcome of 
the event was not recovered. The batch/lot number for the vaccine, bnt162b2, was not provided 
and will be requested during follow up. 


Symptoms ees VAERS 1D Adverse Event Description 


her mouth, her lip, her right eye was not cooperating/noticeable difference between both of her 
eyes; her mouth, her lip, her right eye was not cooperating/noticeable difference between both of 
her eyes; her mouth, her lip, her right eye was not cooperating/noticeable difference between both 
of her eyes; half of her face is numb; ear infection; Bell's palsy/face droopiness; Ear ache/Ear 
pain; This is a spontaneous report from a contactable consumer (patient). A 26-year-old female 
patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot Number: ER8734 and 
expiration date not provided), via an unspecified route of administration, administered in Deltoid 
Left (reported as left shoulder) first dose on 01Apr2021 10:00 at single dose for covid-19 
immunisation. The patient medical history was not reported. The patient concomitant medication 
includes Multivitamin at 2 gummies once a day for immune support, bone support, and health 
reasons. The patient historical vaccine includes flu shot and experienced sore arm. On O3Apr2021, 
the patient stated that two days after the vaccine the patient experienced earache, went to the ED 
(emergency department) this Sunday diagnosed bell's palsy. On 11Apr2021, the patient 
experienced ear pain that she thought was an earache or ear infection, then she went to the ER 
because she woke up with half of her face numb. She says she was diagnosed with Bell's Palsy and 

COVID19 she did some research. She says during the trials people did get Bell's palsy but they didn't know if 

BELL'S PALSY |VACCINE | 1265946-1 | it was connected to the vaccine. She says she is reporting it and she wants to get more 

(COVID19) information, she's due to get the second dose next Thursday. She says it was a mild case but she 
was concerned it will come back and come back worse. She says she has a meeting at 3 pm and it 
is currently 2:13 pm where she lives. The patient stated that now she was left with the face stuff, 
the face droopiness. The patient was still taking the Bell's Palsy medications every day, she thinks 
she is getting better. She says about her face being numb she woke up and felt it in her mouth, 
her lip, her right eye was not cooperating, there was a very noticeable difference between both of 
her eyes. She says she went to the ER where they did a couple of tests to see if it was a stroke or 
something else, they didn't do any imaging, with what they aw on her face and the way they were 
testing the conclusion was Bell's Palsy. She says she saw her primary care physician today because 
she needed to follow up and it looks like a mild case of Bell's Palsy. She says her face is getting 
better with medications. She says she is taking Prednisone 60 mg a day for 7 days. She is also 
taking Valacyclovir 1000 mg 3 times, she clarifies it says to take 1 tablet 1000 mg total 3 times a 


day by mouth. The events prompted the patient to Emergency room visit and physician office visit. 
The outcome of the event facial paralysis, hypoaesthesia was recovering. The outcome of the event 
ear pain was Recovered with Sequel on 11Apr2021. The outcome of the remaining events was 
unknown. 


Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 40-year-old 
non-pregnant female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
COVID19 VACCINE, Batch/Lot Number: EN6205), via an unspecified route of administration, administered in 
BELL'S PALSY | VACCINE | 1265978-1 arm left on 11Mar2021 (at the age of 40-years-old) as a single dose for COVID-19 immunisation. 
(COVID19) “~~~ | Medical history was not reported. There were no concomitant medications. The patient experienced 
Bell's Palsy on 28Mar2021 and was diagnosed on 29Mar2021. Therapeutic measures were taken as 


a result of the event. The outcome of the event was not recovered. The event resulted in 
emergency room/department or urgent care and disability or permanent damage. 


change in sx. 


COVID19 
BELL'S PALSY | VACCINE | 1267069-1 | Next day fever and chills Bell?s palsy on 4/25/2021 
(COVID19) 


COVID19 April 25th emergency Droopy Eye, Chin, blurred vision and speech.. Diagnosed with Bells Palsey 
BELL'S PALSY | VACCINE | 1267674-1 | Need script for O.T and P.T.. Speech and eye. Cat Scan, Blood Work Nuerologist, complete work up. 
(COVID19) Seeing Dr. eye ulcered, blurred vision slurred speech.. Seeing M.D. Today April 28th. 


Pt developed Bell's Palsey(left facial droop, unable to close left eye. He stated symptoms developed 
COVID19 on 4/21/2021 when he noticed he was drooling and liquid was coming back out of mouth while 
BELL'S PALSY | VACCINE | 1267702-1 | trying to drink fluids. Stroke was ruled out by MRI. He is currently recieving these medications for 
(COVID19) treatment: Prednisone 60mg daily for 7 days, Acyclovir 400mg TID for 7 days and eye drops and 


75yo male developed Bell's possibly, possibly associated with administration of COVID-19 vaccine 
(Pfizer). Pt received dose #1 on 3/20/21 at local clinic. On 4/7, pt developed R-sided facial droop 
COVID19 and eye weakness, prompting visit to ED and short one-night admission (Neurology service) at 
BELL'S PALSY |VACCINE | 1266768-1 | hospital. Hx of subdural hematoma in Sept 2020 in the setting of COVID. Imaging with probable 
(COVID19) small vessel disease but no acute infarct. Discharged on 7-day course of prednisone. Spoke to 
patient on 4/12. He received does #2 on 4/10 (external location) and tolerated well without any 


COVID19 ; F : . 
BELL'S PALSY | VACCINE | 1266347-1 Left side of face swollen and numb. Under the care of a neurologist and attending physical therapy. 
(COVID19) “~~~ | Diagnosed with Bells Parsey about 8 days after receiving first dose. 


lubricant 


"Within about 45 mins . after I received the shot (and had left the facility), I was driving home and 
began to feel the left side of my mouth (my lips) swell up (as if I had been give novacane at the 
dentist), then the area under my left cheek bone began to swell up as well; nothing hurt, I had no 
chest/back pains (had a double by-pass 16 yrs. ago, no further heart problems), no pain, tingling, 
in arms, legs; my doctor's office is closed Friday afternoons, so went to Emergency Medical office 
COVID19 where was diagnosed with Bell's Palsy; went to my own doctor following Tuesday; swelling had 
BELL'S PALSY | VACCINE | 1267899-1 decreased, on and off; by Saturday (i.e. one week after the shot) I also had a red very itchy rash 
(COVID19) ~ | on my left arm at the vaccination site; swelling still not gone by third week after shot, so went to 
my ENT (allergist) who said it was not Bell's P., recommended not getting 2nd shot; then (4th 
week after the shot and still some swelling around the cheek) went to my Cardiologist, did EKG, all 
OK, but he said both the rash and swelling were allergic reactions and I should not get the second 
shot - so I will not get the second shot. Now (7 weeks from shot, am still ""aware"" of lips and 


cheeks - not exactly swollen, but like an injury that is not completely healed - this occurs when I 
am ""tensed up"" about something (I trying to get to an appointment on time :)" 


COVID19 Developed Bell's Palsy 4/25/2021 - after 2nd COVID vaccine given 3-2-2021 This is the 2nd time 
to get Bell's Palsy, Right side of face this time Previously Developed Bell's Palsy 1/7/2015 after 
BELL'S PALSY | VACCINE | 1267931-1 . : : : . 
2 3 oun) Zostavax (Shingles Vaccine) given 12/5/2014 . That was on left side of face. Both instances of 
B 


Bell's Palsy occurred within weeks of getting vaccines 


COVID19 
ELL'S PALSY | VACCINE | 1267997-1 | Patient developed Bell's Palsy on left side of face 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1268661-1 Right Bell's Palsy 
e D19 


ee | 
Symptoms ee VAERS ID Adverse Event Description 


COVID19 
BELL'S PALSY | VACCINE Bells Palsy. Right side of the face paralyzed. 
(COVID19) 


herpetic outbreak on my lip; 6x10 cm area of induration; Erythema 6X10 cm Injection Site; bell's 
palsy; injection site was itchy; increased heart rate; fever; chills; myalgia; fatigue; sore arm; This 
spontaneous case was reported by a physician and describes the occurrence of FACIAL PARALYSIS 
(bell's palsy) in a 58-year-old female patient who received MRNA-1273 (Moderna COVID-19 
Vaccine) (batch nos. 012L20A and 007M20A) for COVID-19 vaccination. The occurrence of 
additional non-serious events is detailed below. Concurrent medical conditions included HSV 
infection. Concomitant products included CALCIUM for Bone density abnormal, VALACICLOVIR for 
HSV infection, VITAMIN D3 for Vitamin D3 deficiency. On 08-Jan-2021 at 4:30 AM, the patient 
received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 
05-Feb-2021 at 4:00 AM, received second dose of MRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) dosage was changed to 1 dosage form. On 08-Jan-2021, the patient experienced 
HEART RATE INCREASED (increased heart rate), PYREXIA (fever), CHILLS (chills), MYALGIA 
(myalgia) and FATIGUE (fatigue). 08-Jan-2021, the patient experienced VACCINATION SITE PAIN 
(sore arm). On 15-Jan-2021, the patient experienced FACIAL PARALYSIS (bell's palsy) (seriousness 
criterion medically significant) and VACCINATION SITE PRURITUS (injection site was itchy). On 16- 
Jan-2021, the patient experienced ORAL HERPES (herpetic outbreak on my lip), VACCINATION 
SITE INDURATION (6x10 cm area of induration) and VACCINATION SITE ERYTHEMA (Erythema 
6X10 cm Injection Site). On 09-Jan-2021, HEART RATE INCREASED (increased heart rate) had 
BELL" 


resolved. On 11-Jan-2021, PYREXIA (fever), CHILLS (chills), MYALGIA (myalgia), FATIGUE 
(fatigue) and VACCINATION SITE PAIN (sore arm) had resolved. In January 2021, FACIAL 
PARALYSIS (bell's palsy) had resolved. On 19-Jan-2021, VACCINATION SITE INDURATION (6x10 
cm area of induration) and VACCINATION SITE ERYTHEMA (Erythema 6X10 cm Injection Site) had 
resolved. At the time of the report, ORAL HERPES (herpetic outbreak on my lip) and VACCINATION 
SITE PRURITUS (injection site was itchy) outcome was unknown. The action taken with MRNA- 
1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For mMRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular), the reporter considered FACIAL PARALYSIS (bell's palsy) to be 
possibly related. No further causality assessments were provided for ORAL HERPES (herpetic 
outbreak on my lip), HEART RATE INCREASED (increased heart rate), VACCINATION SITE 
PRURITUS (injection site was itchy), VACCINATION SITE INDURATION (6x10 cm area of 
induration), PYREXIA (fever), CHILLS (chills), MYALGIA (myalgia), FATIGUE (fatigue), 
VACCINATION SITE ERYTHEMA (Erythema 6X10 cm Injection Site) and VACCINATION SITE PAIN 
(sore arm). Bell's Palsy.was treated with Valtrex for a week. This case was linked to MOD-2021- 
090671 (Patient Link). Most recent FOLLOW-UP information incorporated above includes: On 21- 
Jan-2021: Email added. Patient demographic added. Product details added. Events with outcome 
added. On 23-Apr-2021: Patient demographic added. Patient physical parameters added. 
Concomitant medications were added. Events, bell's palsy, herpetic outbreak on my lip and sore 
arm were added with outcomes. Bell's palsy primary source reporter causality was updated to 
possible.; Sender's Comments: Based on current available information and the temporal 
association between product use and the start date of the events a causal relationship cannot be 
excluded. 


COVID19 
LL'S PALSY |VACCINE | 1269272-1 
(COVID19) 


Bell's Palsy Left Side of Face; This is a spontaneous report from a contactable consumer (patient). 
A 51-year-old patient of an unspecified gender received second dose of BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE) via an unspecified route of administration into left arm on 
23Mar2021 10:00 (at the age of 51-year-old) as single dose for COVID-19 immunisation. Medical 
COVID19 history included depression, anxiety, diabetes and obesity. Concomitant medications included 
BELL'S PALSY | VACCINE | 1269529-1 | duloxetine (DULOXETINE). Historical vaccine includes first dose of BNT162B2 (PFIZER-BIONTECH 
(COVID19) COVID-19 VACCINE) into left arm on 02Mar2021 11:00 AM (at the age of 51-year-old) for COVID- 
19 immunisation. The patient experienced bell's palsy left side of face on 13Apr2021 12:00 PM. 
The patient was brought to the emergency room and received prednisone and anti-viral medication 
as treatment. Outcome of event was not recovered. Information about lot and batch number was 
requested. 
diagnoses of Bells palsy; This is a spontaneous report from a contactable healthcare professional 
(patient). A 50-year-old patient of an unspecified gender received second dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection; Lot Number: EP6955) via an 
unspecified route of administration, administered in Arm Left, at the age of 50-year-old, on 
13Apr2021, as SINGLE DOSE for covid-19 immunisation. Medical history included mitral valve 
repair in 2017 (4 years ago). Concomitant medications were not reported. The patient was not 
diagnosed with COVID and did not receive any other vaccine four weeks prior. The patient received 
the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection; Lot 
Number: EP6955) via an unspecified route of administration, administered in Arm Left, at the age 
COVID19 of 50-year-old, on 23Mar2021 09:45 AM, as SINGLE DOSE for covid-19 immunisation. On 
BELL'S PALSY | VACCINE | 1269589-1 13Apr2021, the patient was brought to the ER and there the patient was diagnosed with Bells 
(COVID19) ~~ E| Palsy. The event resulted in physician office visit and caused disability/ permanent damage. 
Therapeutic measures taken in response to the event included administration of doxycycline and 
prednisone. The patient underwent lab tests and procedures which included sars-cov-2 test: 
negative on an unspecified date. Outcome of the event was not recovered.; Sender's Comments: 
Based on the reasonable temporal association and considering the known safety profile of 
COVID19 vaccine, BNT162B2, the Company cannot completely exclude the possible causality 
between the reported Bells Palsy and the administration of the suspect. The impact of this report 
on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety 
evaluation, including the review and analysis of aggregate data for adverse events. Any safety 
concern identified as part of this review, as well as any appropriate action in response, will be 
promptly notified to RA, IEC, as appropriate. 


: CoOvID19 Right sided facial paralysis, diagnosed as bells palsy, also right facial pain later diagnosed as 
BELL'S PALSY |VACCINE f f i f j i 
(COVID19) trigeminal neuralgia, patient was seen in hospital for symptoms 


Symptoms eee [symptoms | Vaccine |yaersro| adverse Event Description = Adverse Event Description 


stroke; face sunk in and changed/Bells Palsy; This is a spontaneous report from a Pfizer-sponsored 
program. A contactable consumer (patient) reported that a 65-year-old female patient received the 
first dose of BNT162B2 (Pfizer-BioNTech COVID-19 vaccine, lot number: EN6202), via an 
unspecified route of administration, administered in the left arm on 16Mar2021 at 14:00 as a 
single dose for COVID-19 immunization. Medical history included a mild case of COVID-19, last 
year, on an unspecified date in 2020. There were no concomitant medications. The patient had no 
prior vaccinations within 4 weeks of the COVID vaccine. On 21Mar2021, the patient's face sunk in 
and changed. The patient's symptoms were not improving. Her eye and right side of her face are 
1269643-1 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


affected. She cannot close her right eye. She worked on it and is now able to close right eye not 
like the left eye closes, but it doesn't blink as the left eye does. She has been using eye drops for 
this. She said it was Bells Palsy. The patient added that it is hard to look in the mirror. She will not 
get the second dose. She was not interested in taking the vaccine now. She wanted to wait and 
see. It being so new and see. Her sister took it and encouraged her, and said it is necessary 
because they like to travel. She got Prednisone when she was at the hospital, they gave her 60mg 
Prednisone. Her physician didn't want to keep her on it too long and said it may cause other 
complications. Her physician cut her off, she weaned her down 50mg, 40mg, 30mg, 20mg, then 
10mg. When the patient noticed her face start to turn, she went to the ER. She thought she was 
having a stroke. The patient was not admitted to the hospital. The outcome of the event face sunk 
in and changed/bells palsy was not recovered while the outcome of the event stroke was unknown. 


Bell's palsy; Left wrist felt like it was jammed, stuck, or sprained; Left wrist felt like it was 
jammed, stuck, or sprained; This is a spontaneous report from a contactable consumer (patient). A 
41-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID VACCINE, solution for 
injection, batch/lot number was not reported), dose 1, via an unspecified route of administration, 
administered in the left arm, on 30Mar2021 11:00 (at the age of 41-years-old) as single dose for 
COVID-19 immunization. Medical history included thyroid issues diagnosed maybe 7 years ago. 
The patient has no concomitant medications. The patient reported that she had the first dose and 
the injection was given in her left arm about 11:00 AM on 30Mar2021, though there were 

COVID19 thousands of people there at her appointment at the vaccine center. Around midnight or 01:00 AM 


LL'S PALSY |VACCINE | 1269680-1 | on O8Apr2021, the patient woke up with the left side of her face swollen and numb - which was 
(COVID19) still swollen and numb. The patient can't move the left side of her face. The patient happened to 

have her neurologist appointment that day, so she brought it to his attention, and he said it was a 
mild form of Bell's palsy. The patient reported it has gotten worse, it was messing up her speech, 
she was slurring her words. The patient had a magnetic resonance imaging (MRI) on 13Apr2021, 
but she doesn't have the results yet. The patient reported that she will start physical therapy and 
was scheduled to have her blood work on 15Apr2021. The patient also reported that her left hand 
felt like around the wrist it was like jammed, stuck, or sprained in Apr2021. The outcome of the 
event Bell's palsy was not recovered while the outcome of the remaining events was unknown. 
Information on the lot/batch number has been requested. 


Bell Palsy; sever leg pain; This is a spontaneous report from a contactable nurse (patient). A 51- 
years-old non-pregnant female patient received the second dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, Solution for injection), via an unspecified route of administration in the right 
arm on 12Jan2021 (Batch/Lot Number: EL3246) as a single dose for COVID-19 immunization. 
Medical history was reported as none. The patient had no known allergies and no other medical 
COVID19 history. The patient had no Covid prior vaccination. The patient's concomitant medications were 
LL'S PALSY | VACCINE | 1269708-1 not reported. The patient previously received the first dose of BNT162B2 (PFIZER-BIONTECH 
(COVID19) COVID-19 VACCINE, lot number: EK 5730) in the right arm on 22Dec2020 at 11:00AM for COVID- 
19 immunization. The patient had no other medications in two weeks and no other vaccines in four 
weeks. The patient experienced Bell Palsy and sever leg pain on 28Mar2021. The patient was 
hospitalized for the events for 1 day. The patient was tested post vaccination. The patient 
underwent lab tests and procedures on 31Mar2021 which included Nasal Swab: negative. 


BE 
BE 


Treatment for the events included steroids and antiviral as well as antibiotics. The events had not 
resolved. 


Left side of face is paralyzed,bell's palsy; This is a spontaneous report from a contactable 
consumer (patient). A 61-years-old female patient received first dose of bnt162b2 (PFIZER- 
BIONTECH COVID-19 VACCINE; Batch/Lot Number: ER2613), via an unspecified route of 
COVID19 administration, administered in Arm Left on 30Mar2021 (61-years-old) as single dose for COVID- 
BELL'S PALSY |VACCINE | 1269709-1 | 19 immunisation. The patient medical history and concomitant medications were not reported. 
(COVID19) Patient had no known allergies. Patient is not pregnant. Patient had no covid prior vaccination. 
Patient was not tested for covid post vaccination. The patient experienced left side of face is 
paralyzed, bell's palsy (Paralysis on the Left part of the Face) on 14Apr2021 with outcome of not 


recovered. No treatment was given. 


Bell's Palsy, face twisted; Burning in the mouth; Lips swelling; This spontaneous case was reported 
by a consumer and describes the occurrence of FACIAL PARALYSIS (Bell's Palsy, face twisted) in a 
60-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 
031B21A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed 
below. Concurrent medical conditions included Diabetes mellitus. Concomitant products included 
METFORMIN for Diabetes mellitus. On 20-Apr-2021, the patient received first dose of mRNA-1273 

COVID19 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 21-Apr-2021, the patient 

BELL'S PALSY | VACCINE | 1270007-1 experienced FACIAL PARALYSIS (Bell's Palsy, face twisted) (seriousness criterion medically 

(COVID19) ~=~~ E| significant), ORAL DISCOMFORT (Burning in the mouth) and LIP SWELLING (Lips swelling). At the 
time of the report, FACIAL PARALYSIS (Bell's Palsy, face twisted), ORAL DISCOMFORT (Burning in 
the mouth) and LIP SWELLING (Lips swelling) had not resolved. The action taken with MRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown. Treatment information was not 
provided. Company comment: Based on current available information and the temporal association 
between product use and the start date of the events a causal relationship cannot be excluded.; 
Sender's Comments: Based on current available information and the temporal association between 
product use and the start date of the events a causal relationship cannot be excluded. 


COVID19 
BELL'S PALSY |VACCINE | 1270132-1 | Systemic: Bell's Palsy-Severe 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1270419-1 | Bell?s palsy. 
(COVID19) 


Symptoms ee VAERS 1D Adverse Event Description 


On Monday April 12th I woke in the morning not feeling myself, I noticed that i had no feelimh on 
the right side of my face and no control on the left side of my face I went to the hospital because I 
COVID19 wanted to be sure thatI was not suffering from a stroke. they ran testes. it was con firmed that i 
BELL'S PALSY | VACCINE | 1270449-1 | did suffer a stroke, but i was in fact suffering from Bells Palsy. Now I have never had Bells PAlsy in 
(COVID19) my life and was made aware that this could happen out of no where but hey also indicated if i had 
done anything out of the ordinary. In that case I was still within my five day window of receiving 
my ist Pfizer vaccine. 
BELL'S PALSY eis 4270562-1 facial swelling, facial drooping, complaints of left ear pain Emergency department visit diagnosed 
(COVID19) “~~~ | with Bell's palsy treated with valtrex prednisone 
COVID19 On 4/19/21 Patient experienced symptoms of swollen, watery eye, and then facial numbness that 
BELL'S PALSY | VACCINE | 1270932-1 | progressed to drooping. Patient was diagnosed with Bell's palsy. Patient was given a Medrol 
(COVID19) Dosepak and Acyclovir and had to be off work for 6 days. She is slowly getting better. 
COVID19 
BELL'S PALSY | VACCINE 1270947-1 | bells palsy 
pausonsr (COVID19) sons 
COVID19 
BELL'S PALSY | VACCINE 1271110-1 Bells palsy 
pasonsr (COVID19) amos | 


Dose#2 4/14 at 140am, at midnight that night fever 101, with large swollen lymph node on right 
COVID19 underarm, breast pain. Then on 4/25 woke up with droopy left eye, then next day while at gym 
BELL'S PALSY | VACCINE | 1271145-1 | had twitching at lips, numbness check and eye swollen was seen at ER. Was not able to raise 
(COVID19) eyebrow on left side with left ear pain. With light sensitivity, states also complaints of chest pain at 


time of ER visit. 


Patient developed right facial paralysis and no other symptoms on 4/4/21, pt. was given an 
injection of Solumedrol 125 mg IM. Patient was seen in clinic on 4/5/21 and diagnosed with Bell's 
COVID19 Palsy and treated with high dose of prednisone 60 mg with a 13 day taper. Patient was seen again 
BELL'S PALSY | VACCINE | 1271492-1 | °” 4/13/21 with a slight improvement of symptoms. High dose steroids was extended for another 
(COVID19) ~~——~— | 13 day taper. Patient was seen again on 4/29/21, with symptoms about the same as last 
appointment. Patient will be given some ibuprofen, no real benefit for more steroids at this time. 
Patient will continue to have follow ups. It has been less than a month since first symptoms were 
reported, and may take up to 6 months for symptoms to resolve. 
COVID19 
BELL'S PALSY | VACCINE | 1271692-1 | Bell's palsy on day 4 after the vaccine. 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1271779-1 | Bell's palsy. Left sided facial drooping. Evaluated at ER. 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1271860-1 | Right side of face muscle nerve weakening. Got diagnosed with Bell?s Pallsey 
(COVID19) 
COVID19 Monday after his vaccine he had pain in his lower neck to his ear on his Right side of his face. The 
BELL'S PALSY | VACCINE | 1271951-1 | pain persisted through the week and on Thursday his face had muscle drooping. They went to the 
(COVID19) urgent care and that is what he was diagnosed with as he had a previous episode 15 years ago. 
COVID19 
BELL'S PALSY | VACCINE | 1272090-1 | right sided Bell's Palsy (facial droop) 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1272097-1 right sided Bell's palsy 
(COVID19) 


Bell's Palsy; Right Eye does not close; Sometimes she can not talk; Red Left Arm (from injection 
site all the way to elbow); This spontaneous case was reported by a consumer (Subsequently 
medically confirmed) and describes the occurrence of FACIAL PARALYSIS (Bell's Palsy) in a 60- 
year-old female patient who received mMRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 
017B21A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed 
below. No Medical History information was reported. On 14-Apr-2021, the patient received second 
dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 15-Apr- 
2021, the patient experienced FACIAL PARALYSIS (Bell's Palsy) (seriousness criterion medically 
significant), EYE DISORDER (Right Eye does not close), SPEECH DISORDER (Sometimes she can 
elbow)). At the time of the report, FACIAL PARALYSIS (Bell's Palsy), EYE DISORDER (Right Eye 
1272203-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


not talk) and VACCINATION SITE ERYTHEMA (Red Left Arm (from injection site all the way to 
does not close), SPEECH DISORDER (Sometimes she can not talk) and VACCINATION SITE 
ERYTHEMA (Red Left Arm (from injection site all the way to elbow)) outcome was unknown. Not 
Provided On 21 Apr 2021, the patient was diagnosed with Bell's Palsy. Treatment information 
included unspecified oral antibiotics and steroids. This case concerns a 60-year-old female with a 
serious unexpected event of facial paralysis, and nonserious unexpected eye disorder and speech 
disorder and expected vaccination site erythema. Event onset 2 days after first dose MRNA-1273. 
Event outcomes unknown. Based on current available information and temporal association 
between the use of the product and the start date of the event, a causal relationship cannot be 
excluded.; Sender's Comments: This case concerns a 60-year-old female with a serious 
unexpected event of facial paralysis, and nonserious unexpected eye disorder and speech disorder 
and expected vaccination site erythema. Event onset 2 days after first dose MRNA-1273. Event 


outcomes unknown. Based on current available information and temporal association between the 
use of the product and the start date of the event, a causal relationship cannot be excluded. 


Symptoms ees VAERS 1D Adverse Event Description 


Patient is a 40 y.o. female who presents for evaluation of adverse reaction to Johnson and Johnson 
COVID vaccine (received on 4/11/21). She received the vaccine on April 11th, around 2:30 p.m. at 
8:00 p.m. that night she developed fever with temp 100.4}, chills, headache, nausea and body 
aches. At 10:00 p.m. that night she developed palpitations, heart racing, shortness of breath, 
tightness in her throat and chest. She was unable to sleep that night. The next day on April 12th, 
she continued to have low-grade fever with temp 99}, shortness of breath, chest tightness. She 
reports taking a pregnancy test at home which revealed a faint positive pink line. That night she 
took Tylenol which helped relieve some of her symptoms. On April 13th, she continued to have 
shortness of breath and chest tightness, her heart palpitations improved slightly. She reports 
retaking the home pregnancy test and this time it was negative. On April 14th, she had a same- 
COVID19 day clinic visit, labs that day revealed slightly elevated D-dimer and normal chest x-ray. She 
BELL'S PALSY | VACCINE | 1272491-1 | continued to have shortness of breath and on April 16th, she presented to the ER due to sudden 
(COVID19) onset of bad headache, nausea, diarrhea and heart palpitations. She was discharged from the ER 
with close follow-up with her primary care doctor. Her symptoms did not improve and subsequently 
on April 20th, she began to have left-sided facial numbness. On April 21st, she went to the ER and 
was found to have left-sided facial weakness and suspected Bell's palsy. She was admitted for 
further diagnostic workup (CT Brain normal, MRI Brain normal, and MRV Brain with no evidence of 
venous sinus thrombosis, carotid doppler normal, MRA Brain normal, MRI sella (pituitary) normal), 
and treatment was initiated with prednisone and antiviral medications. On April 23rd she 
developed left arm weakness as well. She was discharged with closed follow up with her PMD and 


specialists. She recently was seen by pulm Dr and scheduled for PFTs. She is nearly completed 
with course of prednisone and valacyclovir, left facial weakness slightly improved but not resolved, 
has follow up with neuro this week. 


COVID19 The day after receiving the vaccine, I noticed Bells Palsy in the left side of the face along with 
BELL'S PALSY |VACCINE | 1272505-1 | EXtreMe pain on the side of the face. I went to the ER and was treated for Bells Palsy and ear 
(COVID19) ~~ | infection. The next few days resulted in extreme dizziness, nausea, headaches and nerve pain. I 
was extremely weak and could not move due to the pain and vertigo like symptoms. 
COVID19 
BELL'S PALSY | VACCINE | 1272614-1 | Facial tingling 40 minutes after shot. Anaphylactic reaction 3 am, Bell?s palsy 11am. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1272908-1 | Numbness and paralysis right side of face. ER visit on 4/28/2021 confirmed diagnosis of ER. 
(COVID19) 


pt says he woke up next day and he had a sore arm and other common flu like symptoms that 
COVID19 subsided the same day. On 4/25/2021 he woke up w/ Bells Palsy on the left side of his face. He 
i called his PCP . He had a tele-visit and was prescribed Valacyclovir 1gm every 8 hrs and 
BELL'S PALSY | VACCINE 12 - 
j 3 corps) a prednisone 3 20mg tabs once daily. On 4/29/21 he had a tele-health visit w/ NP . He was 
prescribed some sleep meds. Today 4/30/20 he has a headache behind his left ear. He will FU w/ 


his PCP Magen Mallet on 5/3/21. 


COVID19 
BELL'S PALSY | VACCINE 1273177-1 | Bell?s palsy 

(COVID19) 

COVID19 Pt reported to us that she got Bell's Palsy after receiving dose. She also said she had suffered 
BELL'S PALSY | VACCINE | 1273298-1 | previously from a stroke on the other side of her brain so they were unsure if it was from the 

(COVID19) vaccine. 

COVID19 right bell's palsy symptoms started on 3/17/2021, became severe on 3/18/2021, with severe right 
BELL'S PALSY |VACCINE | 1273873-1 | facial droop and inability to close right eye, minimal improvement over past 6 weeks. Younger 

(COVID19) sister also developed Bell's Palsy after her second Covid vaccination. 


COVID19 
BELL'S PALSY |VACCINE | 1274015-1 | patient with bells palsy 1 day after covid vaccination - on the left side of the face 
(COVID19) 


Developed right-sided headache with facial weakness and numbness on April 19. Blurred vision 
and ptosis, inability to hold liquids in right side of mouth, irregular smile, and nose bleeds. CT of 
COVID19 head same day was negative for any acute findings. Evaluated by optometrist on April 22 and 
BELL'S PALSY |VACCINE | 1274162-1 | referred to other eye specialist. Evaluated on April 27 by specialist and diagnosed with Bell's palsy. 
(COVID19) Prescribed steroids and acyclovir. Family reports patient's facial weakness has improved 
significantly, smile is equalizing and patient is able to blink and move muscles in forehead. Still has 


some residual symptoms at this time. 


COVID19 i F i : a re ; : 
BELL'S PALSY |VACCINE | 1274300-1 Developed facial paralysis (Bell's Palsy) nineteen days after receiving the vaccination. Diagnosing 
(COVID19) “———— | neurologist attributed the condition to an autoimmune response triggered by the vaccine. 


Patient first experienced drooping right eyelid the evening following vaccination. She has hx of 
COVID19 Bell's Palsy in 2012 and reports same symptoms continued to develop, right eyelid and right mouth 
BELL'S PALSY | VACCINE | 1274334-1 drooping. She also reports tingling and numbness throughout most of right side of face. These 
(COVID19) ~~~ | symptoms have not improved or worsened since 03/30/21 and continue today 04/30/21. She also 
reports sensation of heart fluttering intermittently for 3 days following vaccination; this symptom 


has resolved. 


COVID19 
BELL'S PALSY | VACCINE | 1274406-1 | Bell?s palsy 
(COVID19) 


3 days of intractable headache beginning 4/11. Right sided facial symptoms beginning 4/14 - 
COVID19 diagnosis of Bell?s palsy. Later diagnosis of cluster headaches. Treatment: prescribed 7 days of 
BELL'S PALSY | VACCINE | 1274424-1 Prednisone (60mg) and Valtrex. Currently acupuncture 2x weekly, oral B12 (2500mcg), TCM herbal 
(COVID19) ~~~ ~~ | supplements. Prescribed Sumatriptan for h/a but not used as they have subsided. Headaches 
currently subsided to jaw only. 15 days after diagnosis, Bell?s palsy symptoms show very minor 


improvement (R eyelid more functional now). 


COVID19 Pain in Shoulder blade area-day 2 , Headaches & ear aches-7 days, chills-2 days, eye pain-7 days 
BELL'S PALSY | VACCINE | 1274487-1 and then onset of Bell's Palsy which started on day (Monday,4/25). Treatments: steroids, 
(COVID19) ~~~ E| antibiotics, ear and eye drops Seen at Urgent care-day 2 and ER-day 3 and primary care physician- 


day 7 


COVID19 18-days after the shot I felt off - Started with taste, was not right. I was tried - ran down. 3-days 
i later I had to go to the emergency. I was thinking a mild stoke but it was Bell's palsy. (So now I 
BELL'S PALSY |VA - 
3 3 jeovbis) ee have Bell's Palsy) Was this from the Covid - 19 Shot? I don't know - Thats why I am filling out this 


paperwork - to get some answers and to let you know 


Symptoms eee VAERS 1D Adverse Event Description 


COVID19 - a i | 
BELL'S PALSY | VACCINE | 1274555-1 Headache and right otalgia on day of vaccination (4/25/21), and then development of right sided 
(COVID19) Bell's palsy on 4/29/21. 


COVID19 
BELL'S PALSY |VACCINE | 1274616-1 | Stroke like symptoms, paralysis of left side of face 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1274746-1 | I came down with shingles and then bell's palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1274948-1 | 4 weeks later experienced symptoms of Bell Palsy affecting the right side of his face 
(COVID19) 


"(Note: had to guess a bit on final number of the lot code. There was not the best handwriting on 
my vaccine card, but I think ""7"" is correct as the last number of the lot code). Bell's palsy that 
could have been the result of the vaccine. My doctor suggested I report it, due to the timing, and 
based on some cases showing up during the Moderna vaccine trials. Bell's palsy: Monday 4/26/21 - 
pain behind Right ear/upper neck behind ear plus loss of taste and numb tongue on Right side of 
tongue on first day, then by Wednesday night 4/28/21, noticed partial facial paralysis on Right side 
COVID19 (no longer full muscle control of Right side of mouth - drooping/can't smile fully or fully keep water 
BELL'S PALSY | VACCINE | 1274953-1 | in when rinsing mouth after brushing teeth, numbness of cheek and part of eyelid, pain in Right 
(COVID19) cheek when pressed in jaw area,, and Right eyelid still closing, but no longer closing the same as 
Left eyelid) and sharp pain just behind ear near jaw when pressed. Diagnosed by Dr. on Thursday 
4/29/21 (yesterday). No additional tests run. Considered ""classic"" case of Bell's Palsy based on 
protocol. Protocol stated to treat on this basis before doing further testing. Treatment started: 


Thursday night 4/29/21 - Valacyclovir, 1 gram tablet, 1 tablet by mouth 3 times a day for 7 days 
Friday morning 4/30/21 - Prednisone, 20 Mg Tablet, Take 3 tablets by mouth daily for 7 days for a 
total daily dose of 60 Mg" 


COVID19 
BELL'S PALSY | VACCINE | 1275929-1 | Bell's Palsy. Currently managing ok with a steroid and antiviral. 
(COVID19) 


BELL'S PALSY; This spontaneous report received from a consumer via a company representative 
concerned a female of unspecified age. The patient's weight, height, and medical history were not 
reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route of 
admin not reported, batch number: UNKNOWN) dose was not reported, 1 in total, administered on 
MAR-2021 for prophylactic vaccination. Batch number was not reported and has been requested. 
COVID19 No concomitant medications were reported. On an unspecified date 2021, the patients head 
BELL'S PALSY | VACCINE | 1276493-1 | started to hurt on one side of her face and she was in hospital because she was having a stroke 
(COVID19) but it turns out she got Bell's Palsy. The action taken with covid-19 vaccine ad26.cov2.s was not 
applicable. The outcome of Bell's palsy was not reported. This report was serious (Other Medically 
Important Condition).; Sender's Comments: 20210451954- COVID-19 VACCINE AD26.COV2.S- 
BELL'S PALSY. This event(s) is considered unassessable. The event(s) has an unknown/unclear 


temporal relationship, is unlabeled, and has unknown scientific plausibility. There is no information 
on any other factors potentially associated with the event(s). 


Bell's palsy; This spontaneous case was reported by a health care professional (subsequently 
medically confirmed) and describes the occurrence of FACIAL PARALYSIS (Bell's palsy) in a 59- 
year-old female patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 
036B21A) for COVID-19 vaccination. Concurrent medical conditions included Type II diabetes 
mellitus, Psoriatic arthritis, Hypertension and Thyroid disorder. Concomitant products included 
VITAMIN D [VITAMIN D NOS], LORATADINE, METFORMIN HYDROCHLORIDE (METFORMIN 1A 
PHARMA), SECUKINUMAB (COSENTYX), SIMVASTATIN (SIMVASTATIN +PHARMA) and HCTZ for an 
COVID19 unknown indication. On 11-Apr-2021, the patient received second dose of MRNA-1273 (Moderna 
BELL'S PALSY |VACCINE | 1276745-1 | COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On an unknown date, 
(COVID19) the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 
dosage form. On 24-Apr-2021, the patient experienced FACIAL PARALYSIS (Bell's palsy) 
(seriousness criterion disability). At the time of the report, FACIAL PARALYSIS (Bell's palsy) had 
resolved. For mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown), the reporter did not provide 


any causality assessments.; Sender's Comments: This case concerns a 59-year-old female with a 
serious unexpected event of Facial paralysis. Event latency 14 days from second dose mMRNA-1273. 
Events resolved. Based on current available information and temporal association between the use 
of the product and the start date of the event, a causal relationship cannot be excluded. 


bell's palsy; This spontaneous case was reported by a consumer and describes the occurrence of 
FACIAL PARALYSIS (bell's palsy) in a 60-year-old male patient who received MRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. 003B21A) for COVID-19 vaccination. No Medical History information 
was reported. On 24-Mar-2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) 1 dosage form. On 20-Apr-2021, the patient experienced FACIAL 

COVID19 PARALYSIS (bell's palsy) (seriousness criterion medically significant). At the time of the report, 

BELL'S PALSY | VACCINE | 1276754-1 | FACIAL PARALYSIS (bell's palsy) outcome was unknown. The action taken with mRNA-1273 

(COVID19) (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. No concomitant medications 
reported. The patient was treated with prednisone. Company comment: Based on the current 
available information and temporal association between the use of the product and the start date 
of the event, a causal relationship cannot be excluded.; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the start date 
of the event, a causal relationship cannot be excluded. 


COVID19 
BELL'S PALSY |VACCINE | 1277134-1 | Developed Bells Palsy 2 weeks after second vaccine 
(COVID19) 


Symptoms eee [symptoms [vaccine |yaersro| adverse Event Description = Adverse Event Description 


Bells palsey; This is a spontaneous report from a contactable consumer, the patient. A 43-years- 
old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), dose 2 via an 
unspecified route of administration, administered in the right arm on 26Mar2021 at 08:15 
(Batch/Lot number was not reported) as a single dose (at the age of 43 years-old) for COVID-19 
immunisation. The patient did not receive any other vaccine within 4 weeks prior to the vaccine. 
Medical history included high blood pressure from an unknown date and unknown if ongoing and 
penicillin allergy from an unknown date and unknown if ongoing. Prior to the vaccination, the 
1277190-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


patient was not diagnosed with COVID-19. Concomitant medications included lisinopril, metoprolol, 
hydrochlorothiazide, and clarithromycin; all from unknown dates for unknown indications. The 
patient previously received bnt162b2, dose 1 via an unspecified route of administration, 
administered in the right arm on O05Mar2021 at 10:15 (Batch/Lot number was not reported) (at the 
age of 43 Years-old) for COVID-19 immunisation. On 11Apr2021 at 14:00 the patient experienced 
bells palsey (Bell's palsy). The event resulted in emergency room visit. Therapeutic measures were 
taken as a result of Bell's palsy and included prednisone and valacyclovir. The clinical outcome of 
the event Bell's palsy was not recovered. It was also reported that since the vaccination, the 
patient had not been tested for COVID-19. The batch/lot numbers for the vaccine, PFIZER- 
BIONTECH COVID-19 MRNA VACCINE, were not provided and will be requested during follow up. 


lower right side of his face drooping and unable to move it/ Bell's Palsy; This is a spontaneous 
report from a contactable consumer (patient). A 27-year-old male patient received the first dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE lot number: ER8733) via an unspecified route 
of administration, administered on the left arm on 29Mar2021 11:30 at a single dose for COVID-19 
immunisation. The patient's medical history was not reported. There were no concomitant 
medications. The patient previously took amoxicillin and experienced allergies. On 10Apr2021 
COVID19 09:00 AM, patient woke up with lower right side of his face drooping and unable to move it. Urgent 
BELL'S PALSY care advised going to ER, he was put in a stroke protocol, MRI proved it to be Bell's Palsy; ruled 


VACCINE 1277322-1 
(COVID19) out stroke, brain tumors, all blood work normal, echocardiogram normal. No Lyme. No other 


events or health issues, only change was taking the vaccine. The event resulted in emergency 
room/department or urgent care visit and hospitalization for 1 day. Therapeutic measures were 
taken as a result of the event which included valaciclovir (VALTREX) and prednisone (and lots of 
tests). COVID test post vaccination on 10Apr2021: nasal swab negative. The facility where the 
vaccine was administered was in a pharmacy or drug store. The patient did not receive any other 
vaccines within 4 weeks prior to the COVID vaccine. There were no other medications the patient 
received within 2 weeks of vaccination. Outcome of the event was not recovered. 


COVID19 ? 
BELL'S PALSY | VACCINE | 1277639-1 Facial Paralysis/Bell?s palsy; Was given 60 mg oral steroids on site and 40mg prescription for 5 
days. Follow up in 3 days. Showing no improvements 8 hrs after first dose. 
(COVID19) 
COvVID19 woke up in the morning to a droopy lip and the right side of my face didn't function properly. Went 
BELL'S PALSY |VACCINE | 1277643-1 
(COVID19) to the hospital and was told i have Bell's Palsy. Was given anti viral meds and steroids. 


(I am her 4th Bell's Palsy case post Pfizer shot #2). I thought this definitely should be reported. 


COVID19 
BELL'S PALSY |VACCINE | 1278608-1 | patient got bell's palsy on 4/11 after second dose moderna on 4/8 
(COVID19) 


Bell's Palsy; I started to have sharp pain behind my ear; sinus congestion; deep sore throat; dry 
left eye; This is a spontaneous report from a contactable other healthcare professional (HCP; 
patient). A 60-year-old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, solution for injection), via an unspecified route of administration, 
administered in left arm on 27Mar2021 at 16:00 (Lot Number: ER8733, expiry date not reported) 
at the age of 60-years-old at a single dose for COVID-19 immunisation. The patient was not 
pregnant at the time of vaccination. The vaccination facility type was facility. The patient received 
no other vaccine in four weeks. The patient had no COVID prior to vaccination and was not tested 
for COVID post vaccination. Medical history included penicillin-rash; high cholesterol being treated 
with Repatha; slightly high blood pressure being treated with lisinopril; cysts in pancreas, thyroid 
and kidneys-all benign. Concomitant medications included evolocumab (REPATHA) for high 
cholesterol; lisinopril for slightly high blood pressure; spironolactone for an unspecified indication 
and testosterone for an unspecified indication, all start and stop dates were not reported. The 
1278679-1 


4/10- shot, left arm 4/14- slight rash left cheek, I ignored it 4/21 -left check twitching, didn't think 
COVID19 about it, ignored it 4/28- Food tasted off 4/29- in the morning, left eye blurry and teary, smile 
BELL'S PALSY | VACCINE | 1278572-1 | looked off, left ear hurt, headache - later afternoon self-diagnosed with Bell's palsy- confirmed at 
(COVID19) Urgent Care 4/30 Blood test negative for Lyme's Disease 5/1 Talked to my Acupuncture therapist- 


patient received the first dose of the Pfizer-BioNtech Covid-19 vaccine on 27Mar2021, 4 days later 
on 31Mar2021 20:30 she developed Bell's Palsy. She would like to know if in the clinical trials 
those who experienced this adverse event was after the first or the second dose of the vaccine. 
She already reported this adverse event to Safety, online and verbally. She would like to know if 
Pfizer recommends for people who develops Bell's Palsy after the first dose of the vaccine not to 
receive the second dose and if there's information about the cases of Bell's Palsy after receiving 
the vaccine during the vaccination to larger populations. She's also wondering if there is 
information about how long it takes to resolve. Patient reported that four days after vaccination on 
31Mar2021 at 20:30, she started to have sharp pain behind her ear, sinus congestion, deep sore 
throat, and dry left eye, went to bed, next morning she woke up with Bell's palsy on left side of 
face (also reported to have occurred on 31Mar2021 20:30). These resulted in a doctor or other 
healthcare professional office/clinic visit. The patient was treated with high dose prednisone and 
Valtrex. The outcome of the events was not recovered.; Sender's Comments: Bell's palsy is not 
uncommon in general population, however the causal association between bell's palsy and the 
usage of the vaccine BNT162B2 cannot be excluded because of strong temporal association. The 
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse 
events. Any safety concern identified as part of this review, as well as any appropriate action in 
response, will be promptly notified to regulatory authorities, Ethics Committees, and Investigators, 
as appropriate. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Symptoms ee VAERS 1D Adverse Event Description 


Bell's Palsy left side of face; right side of his face went numb; This is a spontaneous report from a 
contactable consumer (patient). A 64-year-old male patient received the first dose of BNT162B2 
(Pfizer-BioNTech COVID-19 vaccine, lot number: EN6205), via an unspecified route of 
administration, administered in the left arm on 09Mar2021 at 09:25 as a single dose for COVID-19 
immunization. Medical history included hypertension and high cholesterol both under control from 
an unknown date and unknown if ongoing. The patient did not have COVID prior to vaccination. 
COVID19 The patient did not receive other vaccines within 4 weeks. Concomitant medications included 
ELL'S PALSY | VACCINE | 1278699-1 | rosuvastatin calcium (CRESTOR); losartan potassium (LOSARTIN) and latanoprost (manufacturer 
(COVID19) unknown), all taken for an unspecified indication, start and stop date were not reported. The 
patient was tested for COVID post vaccination on 16Mar2021 via a nasal swab with a result of 
negative. On 16Mar2021 at 11:30 AM, the patient experienced Bell's Palsy on the left side of his 
face and at the same time the right side of his face went numb. The event caused the patient to go 


to the emergency room/department or urgent care. The patient started to recover after 3 weeks. 
The patient was given a 6 day steroid dose and an 7 day anti viral. The outcome of the events was 


recovering. 


B i 
Bell's Palsy O9Feb2021 dx 12Feb2021; This is a spontaneous report from a contactable Physician. 
An 89-years-old female patient received bnt1i62b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), 
dose 1, intramuscular on 23Jan2021 at 13:15 (Batch/Lot Number: EL3247) as single dose (at the 
age of 89 years-old) for COVID-19 immunisation. Medical history included high blood pressure, 
spinal stenosis, kyphosis and known allergy to sulfa-hives. The patient was not pregnant. Prior to 
the vaccination, the patient was not diagnosed with COVID-19. Concomitant medications included 
donepezil, methadone, sertraline, hydrocodone, metoprolol, alprazolam (XANAX), nifedipine, 
mirtazapine, hydralazine, and spironolactone; all taken from unknown dates for unspecified 
indications. On 09Feb2021 the patient experienced Bell's palsy (diagnosed on 12Feb2021). The 
COVID19 event resulted in emergency room visit. Therapeutic measures were taken as a result of Bell's 
BELL'S PALSY | VACCINE | 1278757-1 | palsy and included steroids and acyclovir. The patient was recovered from Bell's palsy on an 
(COVID19) unknown date. The patient received the second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 
MRNA VACCINE), intramuscular on 28Feb2021 at 14:15 (Lot number EN6203) for COVID-19 
immunisation. It was also reported that since the vaccination, the patient had not been tested for 
COVID-19.; Sender's Comments: Based on the available information and known product profile, 
the causal relationship between the reported Bell's palsy and the use of BNT162B2 cannot be 
excluded. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as 
part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data 


for adverse events. Any safety concern identified as part of this review, as well as any appropriate 
action in response, will be promptly notified to RAs, Ethics Committees, and Investigators, as 
appropriate. 


ear pain; eye dry; sore throat; Bell's palsy on the left side of my face; This is a spontaneous report 
from a contactable consumer (patient). A 61-year-old patient of an unspecified gender received 
first dose of BNT162B2), via an unspecified route of administration on 27Mar2021 16:00 
(Batch/Lot Number: ER8733) as single dose in left arm for covid-19 immunisation. Medical history 
COVID19 included hypertension and blood cholesterol increased from an unknown date. Concomitant 
BELL'S PALSY | VACCINE | 1279253-1 medications included evolocumab (REPATHA) 420mg monthly intramuscular for an unspecified 
(COVID19) “~~~ | indication, start and stop date were not reported; lisinopril taken for an unspecified indication, 
start and stop date were not reported. At 8:30 pm, four days after the COVID vaccine (on 
31Mar2021), patient started to have dried left eye, pain behind my left ear and real deep sore 
throat and took 1 tablet of Ibuprofen 200mg orally (treatment), and went to bed and then the next 


morning, woke up with total paralysis on the left side of face, lip was dripping, eye wouldn't close 
and was diagnosed with Bell's palsy by the doctor. Outcome of events was not recovered. 


3/31: earache, headache 4/1 ? 4/4: earache, headache, sore throat, vertigo, vomiting, brain fog. 
On 4/4, doctor prescribed Amoxicillin 125 MG 2x/day 4/5 ? 4/7: sharp earache with pressure, loss 
COVID19 Ai in left ee sure pee pie N she ? ie Ba r ae er left 
side of face, persistent headache. Went to Emergency Room, performe scan, blood test, 
BELCS PALSY oun 1279373-1 confirmed there is no stroke, DIAGNOSED FOR BELLS PALSY. Prescribed Prednisone and 
Valacyclovir for 7 days. 4/12 ? 4/22: Treated by NP for Bells Palsy, referred for rehab/therapy. 
4/23: symptoms clear, Bells Palsy 95% return to normal 4/30 : received 2nd Pfizer vaccine dose 
Lot # ER8737 


COVID19 : : ; : : : 
BELL'S PALSY | VACCINE | 1279504-1 I can no longer thunk straight, things r being ee ah head. Extreme anger, axgiated 
(COVID19) ———— | madness. Intense migaines and muscular weakness. Bell's palzy. 


COVID19 I developed Bell?s Palsy just over 3 weeks after my 2nd dose of the vaccine. I don?t know if this 
BELL'S PALSY | VACCINE | 1279657-1 | WaS due to the vaccine because I know that Bell?s Palsy can come on for unknown reasons, but 
(COVID19) ~~~ | because of the proximity to the vaccine and the other questionable abnormalities that are being 


associated with the vaccine, my doctor thought it would be useful for me to report this. 


Systemic: Bell's Palsy-Medium, Systemic: Flushed / Sweating-Mild, Systemic: Tinnitus-Mild, 
COVID19 Systemic: Visual Changes/Disturbances-Mild, Additional Details: Patietn recived the shot within 5 
BELL'S PALSY | VACCINE | 1279787-1 | minutes blacked out not able to see by was still alert. Resolved with in 10min but emergency was 
(COVID19) call for further evaluation. Patient also reported issues with hearing and hot flashed. Was no signs 


of anaphylaxis. 


COVID19 Bell's Palsy event: noticed about 12 hours after the shot that I could not easily spit after brushing 
BELL'S PALSY | VACCINE | 1280078-1 | teeth. Assymetrical smile. The left side of my face is mildly numb or paralyzed for certain 

(COVID19) movements. Also general soreness of the arm and fatigue, but not worried about that. 

COVID19 
BELL'S PALSY | VACCINE 1280544-1 | Bell's Palsy R side 

(COVID19) 

SOOT Ear pain and facial drooping, vision loss presion in arm. Two visits to hospital emergency room 
BELL'S PALSY |VACCINE 1280824-1 diagnosis as Bell's Pals ' : 

(COVID19) g y 

CovID19 "I recieved the Covid19 vaccine first shot on March 29th. Approximately 1-2 weeks later, I had a 
BELL'S PALSY |VACCINE 1280851-1 ; i i ' 

(COVID19) brief ( 6 months. 


COVID19 Bells Palsy and Facial swelling in right side of face. Noticed a few days after receiving my first dose 
BELL'S PALSY |VACCINE | 1280984-1 | of the vaccine. Still experiencing symptoms and waiting to see a neurologist but hoping for a clear 


(COVID19) course of treatment 


Symptoms ae VAERS 1D Adverse Event Description 


COVID19 COVID 19 Pfizer vaccine dose#1 given 3/24/2021. COVID 19 Pfizer vaccine dose#2 given 
BELL'S PALSY |VACCINE 4/16/2021. Developed puffiness and numbness on R side of face 4/29/2021. Evaluated on 
(COVID19) 5/2/2021 and diagnosed with Bell's Palsy. Will complete a four day course of steroid treatment. 
COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 
COVID19 Patient had mild lip numbness that progressed to numbness to the left side of her mouth, bridge of 
BELL'S PALSY | VACCINE | 1281357-1 | her nose, and left cheek. Symptoms started on Saturday 4/24 and progressed over 3 days prior to 
(COVID19) her seeing a healthcare provider. Seen healthcare on 4/27and diagnosed with Bell's Palsy 
COVID19 
BELL'S PALSY | VACCINE 1281404-1 Left side Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1282684-1 bells palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1282768-1 | Diagnosed with Bells Palsy on 5/1/21, two days after second dose was administered. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1282810-1 Bell's Palsy 
(COVID19) 


I received my second Pfizer COVID-19 vaccine on 4/23. Symptoms began on 4/26 and worsened, 
COVID19 slowly, over the course of the next three days. My symptom included a pain behind my right ear 
BELL'S PALSY | VACCINE | 1282860-1 | and partial paralysis of right side of my face including forehead, eye, and mouth. I called my 
(COVID19) primary care physician who sent me directly to the Medical Center in for a stroke evaluation 


including various blood tests. No imaging was performed. 


COVID19 Bell's Palsy. Developed right-side facial paralysis 4/30/21 12:00PM involving forehead, eye and 
BELL'S PALSY | VACCINE | 1282886-1 mouth. Evaluated in ED 4/30/21 6:00PM. Diagnosed with Bell's palsy based on physical 
(COVID19) ~~~ | examination and imaging. Discharged to home 4/30/21 9:00PM. Prescribed 60mg prednisone q.d. 


x 5 days; 1g valcyclovir t.i.d. x 7 days. Follow-up with primary care. 


COVID19 
BELL'S PALSY |VACCINE 1282992-1 Bells Palsey 
pausonsr (COVID19) saat 
COVID19 On the 3 rd day after pt received her first shot. She started getting symptoms of Bells Palsy on the 
BELL'S PALSY | VACCINE | 1283722-1 | Right side of her face. Eye and mouth drooping. On 4/25/2021 she still has some drooping and her 
(COVID19) Right hand eye is blurry. 


COVID19 Diagnosed with Bell's Palsy, left side of face, 4/25/2021. Started at 0600, diagnosed 21 hours later. 
BELL'S PALSY | VACCINE | 1284039-1 Had chest X-ray, electrocardiogram, blood work, MRI. Not a stroke. treated with prednisone and 
(COVID19) ~~~ | valacyclovir. after 6 days, the palsy has not cleared up. Immediately after both COVID shots 


Bell's palsy - half of my face doesn't work. 


(1/26/21 & 2/26/21) had only minor effects, sore arm. no fever, 


COVID19 
BELL'S PALSY | VACCINE | 1284294-1 | Bell?s Palsy/ Valtrex / Prednisone 
(COVID19) 


started to exhibit symptoms of Bells Palsy; This is a spontaneous report received from a 
contactable consumer reported for himself. A patient of unspecified age and gender received 
bnt162b2 (Pfizer-Biontech Covid-19 Vaccine), dose 1 via an unspecified route of administration in 
Dec2020 (Batch/Lot number was not reported) at single dose for covid-19 immunisation. The 

COVID19 patient's medical history and concomitant medications were not reported. Patient received Pfizer 

BELL'S PALSY | VACCINE | 1284795-1 | vaccine dose 1 in Dec and dose 2 in Jan. Before dose 2 patient started to exhibit symptoms of Bells 

(COVID19) Palsy. Pictures were sent to provider and a family member who was also a provider verified it was 
Bells. Symptoms lasted close to 2 months before any visible change noticeable. Patient attempted 
to also report to DOH without much luck and the VAERS seemed not to work right. Patient just 


would like to get it reported with Pfizer to assist patients in making vaccine decisions. The outcome 
of the event was unknown. Information about Batch/Lot number has been requested. 


"Bell's Palsy; Mild tingling in the left arm; swelling on my left cheek; musculature changes in the 
left jaw, left cheek and facial nerve regions of left cheek (described as feeling similar to getting an 
injection at the dentist to numb your mouth).; This is a spontaneous report from a contactable 
consumer, the patient. A 41-year-old non-pregnant female patient received the first dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE; Lot: 03461), via an unspecified route of 
administration in the left arm on 19Apr2021 at 15:45 (at the age of 41-years-old) as a single dose 
for COVID-19 immunization. Medical history was reported as none and the patient had no known 
allergies. The patient was not diagnosed with COVID-19 prior to vaccination. Concomitant 
COVID19 medications included loratadine/pseudoephedrine sulfate (CLARITIN- D), fish oil, and a multi- 
ELL'S PALSY | VACCINE | 1284842-1 | vitamin (unspecified). On 19Apr2021, within 5 minutes of the vaccination, the patient experienced 
(COVID19) mild tingling in the left arm. On 19Apr2021, the patient experienced a feeling of musculature 
changes in the left jaw, left cheek, and facial nerve regions of left cheek (feeling similar to getting 
an injection at the dentist to numb your mouth). The patient was concerned it was Bell's Palsy 
however only noticed swelling on the left cheek. The symptoms remained the same for 2 hours 
without worsening, then subsided a little. The patient was not treated for the events. Since the 
vaccination, the patient was not tested for COVID-19. The clinical outcome of Bell's Palsy, mild 
tingling in the left arm, ""swelling on my left cheek"", ""musculature changes in the left jaw, left 
cheek and facial nerve regions of left cheek (described as feeling similar to getting an injection at 


the dentist to numb your mouth) 


I received the J&J vaccine on 2-21-21. On 4/1 I started with pain in my right ear and neck. Over 
COVID19 the course of the next 6 days I lost control of my right side of my face. On 4-6 I went to the dr and 
ELL'S PALSY | VACCINE | 1284978-1 | W@S diagnosed with Bells Palsy. I was treated with an antibiotic and steroid. The Bells Palsy 
(COVID19) “~~~ | improved but is still impacting the right side of my face. On 4/8 my right hand developed 
numbness. My pinky has had solid pins and needles since then. I was rechecked at the dr today on 


4-21 and was told to report everything. 


COVID19 Patient received second Pfizer COVID vaccine on 4/23/2021. On 4/26/2021, he had onset of facial 
BELL'S PALSY | VACCINE | 1285099-1 drooping and was seen in the emergency room and diagnosed with Bell's Palsy. He was prescribed 
(COVID19) ~~ | prednisone and valtrex. He had follow up with his PCP on 4/30 and had an improvement of 


was resolving." 


symptoms at that time although persistent facial drooping. 


Symptoms eo VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE bells palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


I got the first Covid shot on April 13, 2021. The next day in the afternoon I noticed that the right 
side of my face was sort of sagging and I has having a hard time drinking without it spilling out of 
the right side of my mouth. I called my doctor, but it was around 4:30 PM, 4/14/21. The next 
COVID19 morning I got a call back from her office around 10:30 AM, 4/15/21 and told them what was 
BELL'S PALSY |VACCINE | 1285294-1 | happening, I had Bell's Palsy about 20 years ago and this seemed to be the same thing. She had 
(COVID19) me go to the ER just to be sure I wasn't having a stroke. I got to the hospital around noon and 
they saw me right away. the physician who saw me and diagnosed Bell's Palsy. I got two 
prescriptions, one for Prednisone and one for Acyclovir. I seemed to shake off the numbness in 


about 4 or 5 days. I saw my own Dr. on 5/3/21 for ER followup. 


COVID19 Patient received first dose Moderna COVID vaccine on 4/12/21. On 4/14/21, patient presented to 
BELL'S PALSY | VACCINE | 1285528-1 PCP due to left side facial drooping and inability to close left eye. PCP reports that patient was able 
(COVID19) ~~ | to raise the left corner of mouth and had good strength in all extremities (no weaknesses noted). 


Dr. diagnosed as a Bells Palsy and recommends patient receive the second vaccine as scheduled. 


COVID19 
BELL'S PALSY | VACCINE | 1285661-1 | Bell's Palsy Left side of face, no muscle control 

(COVID19) 

COvVID19 Sudden sensorineural hearing loss 3 days after 1st injection and then Bell's Palsy about 10 days 
BELL'S PALSY |VACCINE 1285670-1 

(COVID19) later. 


Patient called today and told me that he experienced some numbness on the left side of his face 
approximately 15 minutes after receiving his vaccine. He stated that he thought he was just having 
COVID19 a hysterical reaction and overthinking it. The numbness continued and he went to the emergency 
BELL'S PALSY |VACCINE | 1285796-1 | room later that same day. He was seen by an ER physician and told that he was experiencing 
(COVID19) temporary Bell's Palsy from the vaccine. He described the numbness as being below his eye, in 
front of his ear and halfway down his jaw. He said it lasted approximately 36 hours and then it was 


paralysis on left one side of the face, difficulty in closing eyelids and smiling, drooling, difficulty in 
chewing numbness of tongue, Headache 


gone. 


I had a Bell?s palsy episode Thats lasted at least 3 days and is still healing. Corner month on the 
COVID19 top of my right lip was frozen and my eye brow was drooped. I initally had weakness and stiffness 

BELL'S PALSY |VACCINE | 1285961-1 | al over the right side of my face and ear pain in and around the ear and radiating down my neck. 
(COVID19) Muscles for swallowing on that side were weak as well. It?s slowing resolving but I?m still suffering 


tightness, weakness and pain. 


COVID19 . . . . . 
BELL'S PALSY | VACCINE | 1286142-1 ASEA AEE a PE LE a P day she went to hospital and was diagnosed (per patient), of 
(COVID19) y g i 
COVID19 
BELL'S PALSY | VACCINE | 1286584-1 | DEVELOPED DROOPINESS ON THE RIGHT SIDE OF FACE. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1286654-1 Bell's Palsy, Left side of face 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1286710-1 Bell's palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1286737-1 Bells Palsy 
(COVID19) 
COVID19 Patient had Bell's Palsy on 4/18/2021. She had Moderna #1 on 4/6/2021. History of Bell's Palsy 
BELL'S PALSY | VACCINE 1287361-1 November 2020 " : 
(COVID19) i 
COVID19 I have had both doses of Moderna. I now have Bell?s Palsy on the right side of my face within two 
BELL'S PALSY |VACCINE | 1287399-1 | weeks of the second dose. Had to go to ER, as I thought I might be having a stroke. On steroids 
(COVID19) and antivirals. Face paralysis, neck and head pain. 


COVID19 
BELL'S PALSY | VACCINE | 1287815-1 | I?m having bell palsy symptoms 
(COVID19) 


A female patient received her first dose of the vaccine and developed Bells Palsy twelve days later; 
This spontaneous case was reported by a physician (subsequently medically confirmed) and 
describes the occurrence of BELL'S PALSY (A female patient received her first dose of the vaccine 
and developed Bells Palsy twelve days later) in a female patient of an unknown age who received 
mMRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. No Medical History 
information was reported. On an unknown date, the patient received first dose of MRNA-1273 
COVID19 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an unknown date, after starting 
BELL'S PALSY | VACCINE | 1288113-1 mRNA-1273 (Moderna COVID-19 Vaccine), the patient experienced BELL'S PALSY (A female patient 
(COVID19) See received her first dose of the vaccine and developed Bells Palsy twelve days later) (seriousness 
criterion medically significant). At the time of the report, BELL'S PALSY (A female patient received 
her first dose of the vaccine and developed Bells Palsy twelve days later) outcome was unknown. 
The action taken with MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For 
MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any 


causality assessments. Patient was treated with antivirals and steroids Company comment: Based 
on the current available information and temporal association between the use of the product and 
the start date of the event, a causal relationship cannot be excluded. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy; This case was received via an unknown source (no reference has been entered for a 
health authority or license partner) on 28-Apr-2021 and was forwarded to Moderna on 28-Apr- 
2021. This spontaneous case was reported by a nurse (subsequently medically confirmed) and 
describes the occurrence of BELL'S PALSY (Bell's Palsy) in a 24-year-old female patient who 
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 047A21A) for COVID-19 vaccination. 
No Medical History information was reported. On 29-Mar-2021, the patient received first dose of 
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 28-Apr-2021, the 
patient experienced BELL'S PALSY (Bell's Palsy) (seriousness criterion medically significant). At the 
1288126-1 


time of the report, BELL'S PALSY (Bell's Palsy) outcome was unknown. Not Provided mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) was temporarily withheld on an unknown date. For 
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any 
causality assessments. Concomitant product use was not provided by the reporter. The patient 
noticed symptoms of Bell's Palsy on 27 Apr 2021 and diagnosed through emergency room visit on 
28 Apr 2021. Treatment for the event included oral prednisone for 7 days by emergency room 
provider. The patient advised to hold off second dose of Moderna COVID19 vaccine. Company 
comment: Based on the current available information and temporal association between the use of 
the product and the start date of the event, a causal relationship cannot be excluded. Further 
information has been requested; Sender's Comments: Based on the current available information 
and temporal association between the use of the product and the start date of the event, a causal 
relationship cannot be excluded. Further information has been requested 


Bells Palsy on right side of face; Severe rash on hands, trunk, neck; large blister like bumps on 
hands, trunk and head: itching; itching; facial swelling/ swelling in face; hand swelling/ swelling in 
hands; tingling in lips; some mild difficulty swallowing; throat swelling; mild difficulty breathing; 
numbness; swelling in mouth; The initial safety information received was reporting only non- 
serious adverse drug reactions, Upon receipt of follow-up information on 06Apr2021, this case now 
contains serious adverse reaction. Information processed together. This is a spontaneous report 
from a contactable healthcare professional (HCP) (patient). A 45-year-old female patient (not 
pregnant) received bnti62b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), first 
dose on 05Feb2021 15:00 (lot: EN6201) and second dose on 25Feb2021 15:00 (lot: EN6205); 
both via an unspecified route of administration in left arm (at the age of 45-years-old) as single 
dose for covid-19 immunisation. The patient was not pregnant at the time of vaccination. The 
vaccination facility type was a public health department. Prior to vaccination, the patient was not 
diagnosed with COVID-19. Since the vaccination, the patient have not been tested for COVID-19. 
The patient did not receive any other vaccines within 4 weeks prior to bnt162b2. Medical history 
included known allergies Sulfa, bee stings, shellfish and Ceclor. Concomitant medications included 
COVID19 armodafinil; clonazepam; vortioxetine hydrobromide (TRINTELLIX), also Tooo Max and an 
BELL'S PALSY | VACCINE | 1288281-1 unspecified vit. The patient experienced Bells Palsy on right side of face; throat swelling; itching; 
(COVID19) aaa mild difficulty breathing; severe rash on hands, trunk, neck; numbness; swelling in mouth; large 
blister like bumps on hands, trunk and head: itching; facial swelling/ swelling in face; hand 
swelling/swelling in hands; tingling in lips; some mild difficulty swallowing on O2Mar2021 at 15:00. 
The patient considered the case as non-serious, did not result in death, non-life threatening, did 
not cause/prolong hospitalization, non-disabling/incapacitating and non-congenital anomaly/birth 
defect. The events resulted doctor or other healthcare professional office/clinic visit and emergency 
room/department or urgent care. The patient received prednisone, cetirizine hydrochloride 
(ZYRTEC), omeprazole (PRILOSEC), methylprednisolone sodium succinate (SOLU-MEDRO) IV at ER 
as treatment. The outcome of the events was not recovered.; Sender's Comments: Based on the 
current available information and the plausible drug-event temporal association, a possible 
contributory role of the suspect product BNT162B2 to the development of reported events cannot 
be excluded. The case will be reassessed if additional information becomes available. The impact of 
this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


for safety evaluation, including the review and analysis of aggregate data for adverse events. Any 
safety concern identified as part of this review, as well as any appropriate action in response, will 
be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as 
appropriate. 


it sounded like a form of Bell's Palsy; left cheek tingle; my left forehead, cheek, side of lip and chin 
felt like I had razor burn.; My head itched; left eye felt dry; salivate more than usual from the left 
side of my mouth; left side of my face began to feel heavy, sometimes also my sinuses, but more 
often my lower jaw; left side of my face began to feel heavy, sometimes also my sinuses, but more 
often my lower jaw; left side of my face began to feel heavy, sometimes also my sinuses, but more 
often my lower jaw; feel pain in my left ear; My lymph nodes on the left side of my face became 
swollen; This is a spontaneous report from a contactable consumer. A 65-year-old female patient 
received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 1 via an unspecified route of 
administration, administered in Arm Left on 26Feb2021 12:45 (Batch/Lot Number: EN6202), at the 
age of 65-years-old, as single dose for COVID-19 immunization. Medical history included allergy to 
1288330-1 


Sulfa. The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. 
Concomitant medication included calcium; magnesium; colecalciferol, menadione (VITAMIN K+D); 
glutathione; all taken for an unspecified indication, start and stop date were not reported. Within 
45 mins (also reported as 20-25 minutes) of receiving the shot, she began to feel her left cheek 
tingle. In the intervening days, her left forehead, cheek, side of lip and chin felt like she had razor 
burn. Her head itched. Her left eye felt dry, but that went away. She began to salivate more than 
usual from the left side of her mouth. The left side of her face began to feel heavy, sometimes also 
my sinuses, but more often my lower jaw. Sometimes, she would feel pain in her left ear. Her 
lymph nodes on the left side of my face became swollen. Her doctor on Zoom said it sounded like a 
form of Bell's Palsy (medically significant), though she does not have the drooping eye or mouth. 
She had an MRI of her left lymph node that did not reveal any issues. Her symptoms, while they 
have abated, are still present five weeks after the shot. The events started on 26Feb2021 13:30. 
No treatment was received for the events. Prior to vaccination, the patient was not diagnosed with 
COVID-19. Since the vaccination the patient has not been tested for COVID-19. The outcome of 
the event left eye felt dry was recovered while other events was not recovered. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy; tongue went numb; body aches; regular sore arm; headache; This is a spontaneous 
report from a contactable consumer reporting for herself. A 21-year-old female patient received 
the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE) (lot number 
EW0153/expiration date: not provided), via an unspecified route of administration, on 15Apr2021 
COVID19 10:45 (at the age of 21 years old) as a single dose in the right arm for COVID-19 IMMUNIZATION. 
LL'S PALSY | VACCINE | 1288402-1 Relevant medical history and concomitant medication were none. The patient did not receive any 
(COVID19) other vaccines within 4 weeks prior to the COVID vaccine. On 15Apr2021, the patient experienced 
regular sore arm, headache. On 16Apr2021, the patient experienced body aches. On 17Apr2021, 
the patient's tongue went numb. On 20Apr2021, the patient experienced Bell's palsy and described 
it as getting worse. The outcome of the event regular sore arm was recovered on 16Apr2021. The 


outcome of the event body aches was recovered on 19Apr2021. The outcome of the events 


headache, tongue went numb and Bell's palsy was not recovered. 


BE 
Bell's palsy; This is a spontaneous report from a contactable consumer (the patient). This 51-year- 
old female patient received BNT162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; Lot 
Number: UNKNOWN), via an unspecified route of administration in the left arm, upper arm, on 
06Apr2021 14:00 (at the age of 51-year-old) as single dose for COVID-19 immunization. The 
patient did not receive any other vaccines within four weeks prior to the vaccination. The patient 
denied being sick at the time of vaccination. The patient's medical history was not reported. No 
relevant family medical history was reported. There were no concomitant medications. On the 
night of 08Apr2021, the patient was having intense pain down her neck and behind her left ear, 
COVID19 and it has been waking her up at night. On 09Apr2021, she went to Urgent Care and they 
BELL'S PALSY |VACCINE | 1288418-1 | misdiagnosed her with a possible oncoming ear infection. On Saturday morning (10Apr2021), she 
(COVID19) woke up and could not move the left side of her face so she went to the ER (emergency room) and 
they diagnosed her with Bell's Palsy. On 10Apr2021 at the ER, blood test for Lyme disease was 
negative. The ER gave the patient a steroid and antiviral pill and told her to follow up with her 
primary doctor in 8 days. The patient went to her physician's office on 19Apr2021 to follow-up with 
her Bell's Palsy. The patient stated that intense pain (down her neck and behind her left ear) was 
apparently a symptom of the Bell's Palsy. The only improvement with the Bell's Palsy was that she 


can sip out of straw a little easier but lips are still to the side. The clinical outcome of the event 
Bell's Palsy was resolving. The lot number for the vaccine, BNT162b2, was not provided and will be 
requested during follow-up. 


"fatigue; Eyesight; Dizzy; bell's palsy; This is a spontaneous report from a contactable consumer 
(patient's son). A 97-year-old female patient received the second dose of BNT162b2 (PFIZER- 
BIONTECH COVID-19 mRNA VACCINE, Batch/lot number: EN6207) intramuscularly in the right arm 
on 11Mar2021 at 14:00 as a single dose for COVID-19 immunization. Patient's medical history 
included glaucoma for more than 25 years - ‘implants caser' (as reported), thyroid disorder for 
more than 25 years, eye disorder, and gastrointestinal disorder. The patient had no other prior 
vaccinations to the COVID vaccine. The patient previously received the first dose of BNT162b2 
(PFIZER-BIONTECH COVID-19 mRNA VACCINE, Batch/lot number: EN6201) intramuscularly in the 
right arm on 18Feb2021 at 15:00 as a single dose for COVID-19 immunization and experienced 
COVID19 cannot focus with her eyes and full body aches and pains. Ongoing concomitant medications 
BELL'S PALSY |VACCINE | 1288419-1 | included timolol (""Timnol"") drops for the eyes since more than 5 years, levothyroxine sodium 
(COVID19) (LEVOTHYROXIN) pill for thyroid since more than 20 years, and omeprazaole pill for stomach for 5 
years. One week after the second injection (Mar2021), the patient experienced Bell's Palsy at 
20:30, reported as serious for important medical event. On 12Mar2021 at 22:00, patient was dizzy 
and 'eyesight', both events reported as non-serious. It was further described as, ""She saw patient 
over everything so she slept. Day after 2nd she had to had most of day as too Dizzy/fatigued to be 
mobile. Dangling/twisting side of face last 7 days ongoing."" The patient did not receive treatment 
for Bell's palsy, dizzy or eyesight. The clinical outcome of Bell's palsy was not recovered, of dizzy 


was recovering, of eyesight was recovered on unspecified date, of fatigued was unknown.; 
Sender's Comments: Linked Report(s) : US-PFIZER INC-2021185916 Same patient, reporter, 
event, different vaccine dosing" 


COVID19 
BELL'S PALSY | VACCINE | 1288717-1 | Bell?s Palsy (right side of face) 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1289240-1 | Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1289258-1 Bells Palsy, started 5/4/21. 1st dose of pfizer vaccine given on 4/14/21. Had been due for second 
(COVID19) dose on 5/5/21 but will be delayed by a couple of weeks or will switch to J&J. 
COVID19 
BELL'S PALSY |VACCINE | 1289301-1 I was diagnosed with Bell's Palsy. The symptoms began on Monday, May 3, 2021. I went to the ED 
(COVID19) of Hospital. 
COVID19 
BELL'S PALSY |VACCINE | 1289407-1 Bell's Palsy noted on 5/4/21. Did have some mouth pain on 5/3 that was attributed to potential 
(COVID19) wisdom tooth eruption, then cranial nerve 7 palsy noted on 5/4/21. 
COVID19 
BELL'S PALSY | VACCINE | 1289583-1 | Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1289613-1 | Pt has Bell's Palsy 
(COVID19) 
Bell's Palsy type of reaction, sagging on left side of face primarily at the chin line. some puffyness. 
COVID19 Tingling sensation from chin to temple. Tightness around the face. Blood pressure elevated. No 
BELL'S PALSY | VACCINE | 1289871-1 adverse effects prior to this. Have read that others having this reaction have had facial injections 
(COVID19) of Botox or fillers. I have never had this. No treatment was given. I used a warm compress and 
exercised my muscles by trying to whistle. Facial symptoms went away in 48-72 hours. Still 
working on the blood pressure. 
COVID19 1. large red rash on upper right arm. 2. blood pressure started to rise. 3. Bell's Palsey symptoms 
BELL'S PALSY |VACCINE | 1289979-1 | started to occur. 4. PVC's detected in heart beat. 5. Feelings of uneasiness and anxiety. Blood 
(COVID19) pressure kept increasing. 


COVID19 Diagnosed with Bells Palsy (facial paralysis). Started with earache, lead to numbness in left side of 
BELL'S PALSY | VACCINE the mouth. Saturday night 5/2 followed with my left eye not blinking and I could not move the left 
(COVID19) side of LEONI) |__| side of my face. Went to ER and was diagnosed. —iCYS face. Went to ER and was diagnosed. 


Symptoms ‘Vaccine | vaes 10 | Adverse Event Description 
Type 
COVID19 Pe ; . 
' Within 24 hours of my second dose of Pfizer vaccine I?ve got rushed to the emergency with loss of 
BELL'S PALSY | VACCINE . À : : $ 
(COVID19) feeling and numbness on my right side face where I was diagnosed with Bell?s palsy 
COVID19 
BELL'S PALSY |VACCINE 1290240-1 | right bell's palsy. severe 
(COVID19) 


4/8 got vaccine. Then on 4/20 patient developed myalgias in back, legs, and jaw and headaches, 
tingling in hands, normal strength. Then on 4/25 developed Bells palsy treated with prednisone 
COVID19 and valcyclovir for possible meningitis (no LP). Full body pain particularly in LE persisted even 
BELL'S PALSY | VACCINE | 1290266-1 though Bells palsy resolved. He then developed confusion and intrusive thoughts, as well as 
(COVID19) ~ | urinary retention. He was direct admitted to our hospital. Neuro exam was notable for diffuse 
myalgias and 1+ patellar reflexes bilaterally. Patient was treated with gabapentin for neuropathic 
pain control, urinary hesitancy improved, no strength deficits. Lumbar MRI showed cauda equina 


enhancement consistent with ascending infectious or inflammatory process like GBM. 


COVID19 Developed Bell's Palsy on morning of 4/29, with left side of face paralyzed. Was examined by 
i 3 emergency room physicians for stroke and blood clot, cleared and given prescription for 
Se epee co 1290340-1 Valacyclovir 1GM (3x day 7days) and Prednisone 50mg (1x day 5 days). As of 5/5 condition has 


improved significantly, though paralysis around mouth and neck areas persists. 


COVID19 
BELL'S PALSY | VACCINE | 1290392-1 | Sudden sensironeural hearing loss of left ear and Bell's palsy left side of face 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1290899-1 BELL'S PALSY 
(COVID19) 


Bell's Palsy; Headache; jaw ache; ear ache; numbness in face; Assuming ear infection; This is a 
spontaneous report from a contactable consumer (patient). This 56-year-old female patient 
received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of 
administration, administered in arm left on 27Mar2021 12:45 (Lot Number: EP6955) as single dose 

COVID19 (at 56 years old) for COVID-19 immunisation. Medical history included none. Concomitant 

BELL'S PALSY | VACCINE medications included atorvastatin, cetirizine hydrochloride (ZIRTEC), Forces of Nature Skin Tag. On 

(COVID19) 13Apr2021, the patient experienced Bell's Palsy (medically significant), headache, jaw ache, ear 
ache, numbness in face, assuming ear infection. Therapeutic measures were taken as a result of 
the events included Prednisone. The outcome of the events was recovering. The patient required a 
visit to the emergency room and diagnosed with Bell's Palsy. Prior to vaccination, the patient was 
not diagnosed with COVID-19 and since the vaccination, the patient had not been tested for 
COVID-19. The patient was not pregnant at the time of vaccination. 


I've developed bell's Palsey; This is a spontaneous report from a contactable consumer. A 40- 
years-old male patient received bnt162b2 (BNT162B2), via an unspecified route of administration, 
administered in Arm Left on 10Apr2021 (Batch/Lot Number: EW0162) as a single dose for covid-19 
immunisation. Medical history and concomitant medications were not reported. The patient did not 
have any other vaccinations within 4 weeks. The patient reported that on 17Apr2021, he 
developed bell's palsey. The outcome of the event was not reported. The patient did not have 
COVID prior to vaccination not was tested post vaccination. 


Bell's palsy; This is a spontaneous report from a contactable consumer, the patient. This 43-year- 
old male patient, height: 66.22 cm & weight: 175 kg, received the first dose of BNT162b2 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


(PFIZER-BIONTECH COVID-19 mRNA VACCINE; Lot Number: ER8734), via an unspecified route of 
administration in the left arm on 10Apr2021 17:00 (at the age of 43-year-old) as single dose for 
COVID-19 immunization. The patient did not receive any other vaccines within four weeks prior to 
the vaccination. The patient was not enrolled in the clinical trial. Medical history included LASIK 
eye surgery. Concomitant medication(s) included prednisolone acetate (manufacturer unknown) 
and moxifloxacin (manufacturer unknown) both were taken after LASIK eye surgery. On 
19Apr2021 12:30, the patient experienced Bell's palsy. The clinical course was described as 
follows: On 19Apr2021 at 12:30, the patient was eating lunch and he noticed the left side of his 
face was a little numb. The patient states he thought originally that he might be having an allergic 
reaction, but he was eating the same food that he always eats so it couldn't have been that and 
sort of ignored it. About 21:30, 22:00 at night (19Apr2021), he realized in the shower that he 
could not open his right eye, right eyelid, then his face was numb and he couldn't form his mouth 
to make a whistle, and he still can't, and he thought he was having a stroke because his face was 
all messed up. So that's when he went to the emergency room and they did a CAT scan that 
determined it was not a stroke, it is Bell's Palsy. The patient stated they prescribed him 
medications to take, and he was not hospitalized and discharged home. The patient stated his 
eyelids, they don't blink at the same rate and his left eye doesn't close all the way, he had to force 
it closed and it's very annoying. The patient verified that all his symptoms began on 19Apr2021 at 
12:30 and all symptoms have worsened. The patient stated that he is perfectly healthy, not 
overweight and he's never had it before, and it came right out of the blue. The clinical outcome of 
the Bell's palsy was not resolved. 


COVID19 
BELL'S PALSY | VACCINE | 1291261-1 | Got Bells Palsy on the left side of my face. 

(COVID19) 

CoOvID19 3 days after receiving the Pfizer SARS-CoV-2 vaccine, pt developed Bell's Palsy on the left side of 
BELL'S PALSY | VACCINE | 1291371-1 : ; : . A 

(COVID19) his face. This has not remitted despite standard treatment (prednisone and valacyclovir). 


COVID19 
BELL'S PALSY | VACCINE | 1291430-1 | Bell?s palsy 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


Numbness of left cheek; Tingling of left cheek; Blinking abnormality/blink was hard, blink was 
prolonged; Change in taste; Bell's Palsy; This spontaneous case was reported by a physician 
(subsequently medically confirmed) and describes the occurrence of HYPOAESTHESIA (Numbness 
of left cheek), PARAESTHESIA (Tingling of left cheek), CORNEAL REFLEX DECREASED (Blinking 
abnormality/blink was hard, blink was prolonged), TASTE DISORDER (Change in taste) and BELL'S 
PALSY (Bell's Palsy) in a 36-year-old female patient who received mRNA-1273 (Moderna COVID-19 
Vaccine) for COVID-19 vaccination. No Medical History information was reported. On 09-Apr-2021, 
the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 
dosage form. On 29-Apr-2021, the patient experienced HYPOAESTHESIA (Numbness of left cheek) 
(seriousness criterion intervention required), PARAESTHESIA (Tingling of left cheek) (seriousness 
criterion intervention required), CORNEAL REFLEX DECREASED (Blinking abnormality/blink was 

COVID19 hard, blink was prolonged) (seriousness criterion intervention required), TASTE DISORDER 

BELL'S PALSY | VACCINE (Change in taste) (seriousness criterion intervention required) and BELL'S PALSY (Bell's Palsy) 

(COVID19) (seriousness criterion medically significant). At the time of the report, HYPOAESTHESIA (Numbness 
of left cheek), PARAESTHESIA (Tingling of left cheek), CORNEAL REFLEX DECREASED (Blinking 
abnormality/blink was hard, blink was prolonged), TASTE DISORDER (Change in taste) and BELL'S 
PALSY (Bell's Palsy) outcome was unknown. The action taken with MRNA-1273 (Moderna COVID- 
19 Vaccine) (Unknown) was unknown. For mMRNA-1273 (Moderna COVID-19 Vaccine) (Unknown), 
the reporter did not provide any causality assessments. There were no further change in the 
patient's symptoms since 29-Apr-2021. The patient was prescribed prednisone 60 mg for 7 days. 
The patient had no medications prior to development of symptoms. The concomitant medications 
were not provided. Company Comment: Based on the current available information and temporal 


association between the use of the product and the start date of the events, a causal relationship 


cannot be excluded.; Sender's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded. 


woke up on 3/23 with left facial paralysis; confirmed no balance, cognitive or motor function loss 
COVID19 Met with Dr on 3/24. Confirmed Bells Palsy. Started on Valtrax (7 days) and Prednisone (10 days) 

BELL'S PALSY | VACCINE | 1291858-1 | Now 6 weeks post-event; have some movement on left side of face; estimate 40% recovery so far 
(COVID19) No plans for additional medication No plans for 2nd dose due to uncertainty on how it will impact 


current condition 


COVID19 . : . ae ; 
BELL'S PALSY | VACCINE 4291863-1 Woke up 3/23 with left facial paralysis 3/24 Dr visit confirmed Bells Palsy. Started on Valtrex (7 
(COVID19) = | days) and Prednisone (10 days) 6 weeks later, starting to see some improvement on left side 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Systemic: Bell's Palsy-Mild, Systemic: Confusion-Medium, Systemic: Dizziness / Lightheadness- 
Medium, Systemic: Fainting / Unresponsive-Medium, Systemic: OTHER-Mild, Systemic: Flushed / 
Sweating-Mild, Systemic: Shakiness-Mild, Systemic: Tinnitus-Mild, Systemic: Weakness-Mild 


(COVID19) left side of her face and assymetrical smile. Patient went to the Emergency Department and was 


diagnosed with Bells Palsy 


COVID19 Facial drooping on right side of face, began after shot, about 10:30pm was the first indication. Still 
BELL'S PALSY |VACCINE | 1292370-1 | couldn't spit out my toothpaste properly in the morning, doctor's office told me to go into the 

(COVID19) Emergency room, which I did. Diagnosis of Bell's Palsy. 

COVID19 
BELL'S PALSY | VACCINE 

(COVID19) 

COVID19 I went to the hospital on 5/4/2021 because my right face was paralyzed and I was tested and 
BELL'S PALSY | VACCINE taken in and diagnosed with Bells Palsy, they gave me a CT scan and then diagnosed me with right 


Patient began having a Twitching to her Left eye within 24 hours after vaccination. Patient then 
COVID19 began having a severe headache and pain that comes and goes in the back of her Left ear 
BELL'S PALSY | VACCINE approximately 72 hours after injection. On 05/01/2021 Patient had numbness and paralysis on her 


Bells Palsy 


(COVID19) side Bells Palsy and gave me a steroid prednisone, antibiotic and sent me home. They advised me 
to follow up with my doctor. I went to Hospital ER 


COVID19 ý . a : $ 
BELL'S PALSY | VACCINE 1293108-1 I diene s Palsy $ ra aaa A few leas receiving the second dose of the Pfizer COVID-19 
(COVID19) ~~ | vaccine, I appear to have had a reoccurrence. 
COVID19 
BELL'S PALSY | VACCINE Bell's palsey. To be treated with prednisone valacyclovir Referred to neurology 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1293353-1 BELLS PALSY 
(COVID19) 


Bells Palsy; Flu like symptoms; This spontaneous case was reported by a consumer and describes 
the occurrence of BELL'S PALSY (Bells Palsy) in a 62-year-old male patient who received mRNA- 
1273 (Moderna COVID-19 Vaccine) (batch nos. 045A21A and 020B21A) for COVID-19 vaccination. 
The occurrence of additional non-serious events is detailed below. Concurrent medical conditions 
included COPD. Concomitant products included FLUTICASONE FUROATE, UMECLIDINIUM BROMIDE, 
VILANTEROL TRIFENATATE (TRELEGY) and ALBUTEROL [SALBUTAMOL] for an unknown indication. 
On 26-Mar-2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) 
COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage form. On 24-Apr-2021, 
1294085-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


(Intramuscular) 1 dosage form. On 23-Apr-2021, received second dose of MRNA-1273 (Moderna 
after starting MRNA-1273 (Moderna COVID-19 Vaccine), the patient experienced INFLUENZA LIKE 
ILLNESS (Flu like symptoms). On 25-Apr-2021, the patient experienced BELL'S PALSY (Bells Palsy) 
(seriousness criterion medically significant). On 24-Apr-2021, INFLUENZA LIKE ILLNESS (Flu like 
symptoms) had resolved. At the time of the report, BELL'S PALSY (Bells Palsy) outcome was 
unknown. Action taken with the mRNA-1273 in response to the events was not applicable. 
Treatment medication are Valacyclovir, Prednisone and Gabapentin. Company comment:Based on 
the current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded.; Sender's Comments: Based on 
the current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy; lethargic; This spontaneous case was reported by a consumer (subsequently medically 
confirmed) and describes the occurrence of BELL'S PALSY (Bell's Palsy) in a 51-year-old male 
patient who received mMRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 025a21a) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below. No Medical History 
information was reported. On 06-Mar-2021 at 11:30 AM, the patient received first dose of mRNA- 
1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 07-Mar-2021, the patient 
experienced LETHARGY (lethargic). On 07-Mar-2021 at 12:00 PM, the patient experienced BELL'S 
PALSY (Bell's Palsy) (seriousness criterion medically significant). On 08-Mar-2021, LETHARGY 
(lethargic) had resolved. At the time of the report, BELL'S PALSY (Bell's Palsy) had not resolved. 
The action taken with MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. 
Patient began to experience paralysis of the facial muscles on the left side of his face along with 
COVID19 lethargy that lasted one day. He was unable to blink his left eye and the left half of his tongue had 
BELL'S PALSY | VACCINE | 1294088-1 no taste. He also reported blurry vision. He subsequently called 911 and was diagnosed with Bell's 
(COVID19) Palsy in the emergency room that evening. That week, the left side of his face was drooping. He 
reported that it had tightened up and was more symmetrical now, however, he was still unable to 
smile, frown or blink from the left side of his face. He was scheduled to receive his second dose of 
the vaccine on 06-Apr-2021, however, his neurologist stated that she could not guarantee that it 
would not make his Bell's Palsy worse, but she still recommended getting the second dose. The 
medical staff at the base didn't know if he should get the second dose and his civilian doctor 
wouldn't commit. The emergency room physician contacted an Infectious Disease doctor who felt it 
would be fine for him to get the second dose. Concomitant product use was not provided by the 
reporter. No treatment information was provided. Company comment: Based on the current 


available information and temporal association between the use of the product and the start date 
of the events, a causal relationship cannot be excluded.; Sender's Comments: Based on the 
current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded. 


Bell's Palsy; This is a spontaneous report from a contactable Other healthcare professional (HCP). 
A 57-years-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), 
dose 1 intramuscular on O3Apr2021 (Lot number was not reported) as SINGLE DOSE (at age of 57 
years old) for covid-19 immunisation. Medical history included diabetes from an unknown date and 
unknown if ongoing , covid from an unknown date and unknown if ongoing. Patient did no have 
any known allergies. Concomitant medication(s) included aspirin [acetylsalicylic acid] (ASPIRIN 
[ACETYLSALICYLIC ACID]) taken for an unspecified indication, start and stop date were not 
reported; atorvastatin taken for an unspecified indication, start and stop date were not reported; 
lisinopril taken for an unspecified indication, start and stop date were not reported; glipizide taken 
for an unspecified indication, start and stop date were not reported; metformin taken for an 
COVID19 unspecified indication, start and stop date were not reported. The patient did not receive any other 
BELL'S PALSY | VACCINE | 1294686-1 | vaccine within 4 weeks prior to the vaccine. The vaccination was given in a hospital. The patient 
(COVID19) experienced bell's palsy on 11Apr2021. The event resulted in emergency room/department or 
urgent care. Therapeutic measures were taken as a result of bell's palsy which included 
Prednisone, Valacyclovir. Outcome of the event was recovering. It was also reported that since the 
vaccination, the patient had not been tested for COVID-19. Information about lot/batch number 
has been requested.; Sender's Comments: Based on vaccine-event chronological association, a 
causal relationship between event Bell's Palsy and BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA 
VACCINE) cannot be excluded. The impact of this report on the benefit/risk profile of the Pfizer 
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and 


analysis of aggregate data for adverse events. Any safety concern identified as part of this review, 
as well as any appropriate action in response, will be promptly notified to Regulatory Authorities, 
Ethics Committees and Investigators, as appropriate. 


COVID19 
BELL'S PALSY | VACCINE | 1295161-1 | Beginning the 17th increased numbness. By the 20th total left side facial paralysis (Bell's Palsy). 
(COVID19) 


Extreme muscle weakness in lower extremities. Currently using a walker when previously never 
had a gait issue. Developed Bell?s palsy. Weakness and at times severe pain in shoulders and 
arms. Tingling sensations in hands. Decreased feeling in legs and feet. These weaknesses are 
bilateral. Started with general feeling ?off? approx April 1, progressed to severe back pain April 13, 
COVID19 visit to ER April 16 diagnosed with pneumonia sent home with antibiotics. Back to ER April 21 with 
BELL'S PALSY |VACCINE | 1295273-1 | severe back pain and beginning to have difficulty walking and weakness. Sent home with naproxen 


(COVID19) and muscle relaxers. Back to ER on April 24 fearing a stroke due to face droop. Admitted. Several 
tests run to R/O stroke,myasthenia gravis, lymes disease. Diagnosed with Bell?s palsy. Sent home 
on April 28. Still extremely weak. Using a walker. Still in pain. Sent back to ER per physician for 
another brain MRI on may 4. Not done due to argument between ER staff and physician who sent 
him in. 


COVID19 
BELL'S PALSY | VACCINE 1295427-1 | Bell's Palsy 
(COVID19) 
COVID19 
Bell's Palsy onset 5/3 at 6 pm. Sought treatment 5/4 left side face droop and paralysis. Given 
BELL'S PALSY | VACCINE 
(COVID19) acyclovir and prednisone. Currently still taking. No improvement 


48 yo male received first dose of his Pfizer COVID-19 vaccination on 3/20/21. On 4/5, he calls this 
institution to report right sided facial and tongue numbness that started the day prior. The 
COVID19 numbness resolved the next day, however he was still unable to smile normally or close his right 
BELL'S PALSY | VACCINE | 1295533-1 | eyelid all the way. He has a family history of Bell's Palsy (mother and sister), with similar 


(COVID19) symptoms. Pt then presents to the clinic that same day (4/5) for an acute visit. Pt diagnosed with 
Bell's Palsy and given prednisone and artificial tears for treatment. Unknown if patient received 
dose 2 of COVID-19 vaccination. 


COVID19 
BELL'S PALSY | VACCINE | 1295561-1 | Bell's palsy reported on 5/3 2021 occurring on date and time above. 
(COVID19) 
COVID19 
This patient got Johnson and Johnson Covid Vaccine in 4/10/2021 and has left Bell's Palsy on 
BELL'S PALSY | VACCINE 
(COVID19) 4/30/2021 as an adverse effect per MD. 


COVID19 Two days after receiving second Moderna vaccine, recipient experienced Bell's Palsy effecting right 
BELL'S PALSY | VACCINE | 1295848-1 | side of his face, right eye dry and unable to blink, droop and drooling right side of mouth. patient 
(COVID19) was evaluated by his primary physician and no other cause of for the palsy was determined. 


Symptoms ao VAERS ID Adverse Event Description 


BELL'S PALSY PEP 1296217-1 Numbness in tongue, right sided facial droop, difficulty closing right eye, headache, jaw pain. dx 
(COVID19) == | with Bell's Palsy 
COVID19 
BELL'S PALSY | VACCINE Case of Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1296338-1 | pain in arm, bells palsy, falling 
(COVID19) 
cowie) Bells Palsy of left side of face developed starting the day after shot #2 and gettin th 
BELL'S PALSY | VACCINE | 1296627-1 ells Palsy of left side of face developed starting the day after sho and getting worse over the 
(COVID19) “=~ | course of a week 
COVIDIS tient developed left facial paralysi istent with Bell's Palsy 7 days aft iving th 
BELL'S PALSY | vaccine | 1296639-1 | Patient developed left facial paralysis consistent wi ell's Palsy ays after receiving the 
(COVID19) ~> | COVID19 Pfizer vaccine #1 
COVID19 
BELL'S PALSY | VACCINE 1296644-1 Bell Palsey 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1296728-1 | Metal tasting inn mouth after shot as well as small case of Bell?s palsy in left side of face 
(COVID19) 


At first on April 23rd, my tongue felt like it was burned and tingling. By 4/26 I woke up with right 
side of face dropping, swollen, and paralyzed. Went to the ER and was diagnosed with Bells Palsy. 
COVID19 ER doctor also performed CT scan which was normal. Was given prednisone and valacyclovir, 
BELL'S PALSY |VACCINE | 1297551-1 | instructed to protect and dress my eye. The right side of my neck under my ear is very swollen and 
(COVID19) tender. I have pain in the back of my neck on the right side. I had a follow up with PCP 5/05/21. 
She told me to use an eye ointment. It has been two weeks and my face is still paralyzed. Some of 


the swelling has gone down in my check. 


COVID19 : , : 
s This 86 year old male received the Covid shot on 3/16/21 and went to the ED on 04/19/21 and 
ICOVID19) was admitted on 4/21/21 with the following diagnoses listed below. G51.0 - Bell's palsy 
COVID19 
VACCINE Pt developed left facial droop and left arm weakness. Diagnosed with Bell's palsy 
(COVID19) 
Bell's palsy; This is a spontaneous report from a contactable physician and consumer 
(receptionist). A 55-year-old female patient received bnt162b2 (BNT162B2), via an unspecified 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
aggregate data for adverse events. Any safety concern identified as part of this review, as well as 
any appropriate action in response, will be promptly notified. 
Bell's Palsey; This is a spontaneous report from a contactable consumer, the patient. A 60-year-old 
male patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA 
VACCINE; Lot: ER8734) in the left arm on 01Apr2021 at 13:00 (at the age of 60-years-old) asa 
single dose for COVID-19 immunization. Medical history was none. The patient had no known 
allergies. The patient was not diagnosed with COVID-19 prior to vaccination. Concomitant 
medications included loratadine (CLARITIN) and fexofenadine hydrochloride (ALLEGRA). The 
COVID19 patient previous received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA 
ELL'S PALSY | VACCINE VACCINE; Lot number: EN6204) on 11Mar2021 at 14:00 (at the age of 60-years-old) in the left 
(COVID19) arm for COVID-19 immunization. There were no other vaccinations within 4 weeks of the vaccine. 
On 04Apr2021 at 12:00 (reported as 3 days after the second vaccination), the patient experienced 
Bell's Palsy and it was difficult to close the left eye and move the left side of his mouth. The patient 
visited a doctor or other healthcare professional because of this event. It was unknown if the 


route of administration on 13Apr2021 (Batch/Lot number was not reported) as single dose for 
covid-19 immunisation. The patient's medical history and concomitant medications were not 
reported. No other vaccines received on four weeks. Patient was not pregnant. The patient 
requested.; Sender's Comments: Based on available information, a possible contributory role of 
BNT162B2 vaccine can not be excluded for the reported event of Bell's palsy due to temporal 
relationship and current known drug safety profile. Case will be re-assessed upon the additional 
information provided. The impact of this report on the benefit/risk profile of the Pfizer product is 
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 
B 
patient received treatment for the event. Since the vaccination, the patient was tested for COVID- 
19 via a molecular nasal swab on 15Apr2021 with negative results. The clinical outcome of Bell's 
Palsy was not resolved. 
B 


experienced bell's palsy on Apr2021 which caused hospitalization. Prednisone was given as 
treatment. Outcome of the event was unknown. Information on lot/batch number has been 
Bells palsy; miscarriage; This is a spontaneous report from a contactable consumer (patient). A 
30-year-old female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE), via an unspecified route of administration, administered in arm left on O8Apr2021 at 
17:00 (Lot Number: ER8729) (at the age of 30-year-old) as single dose for COVID-19 

COVID19 immunisation. The patient was pregnant at time of vaccination, last menstrual date was 

ELL'S PALSY | VACCINE | 1299228-1 20Feb2021, due date was 27Nov2021, the patient was 6 weeks pregnant at the onset of the 

(COVID19) ~~ | events. The patient did not test positive to COVID-19, pre or post vaccination. Medical history was 
none. No known allergies. There were no concomitant medications. On 15Apr2021 at 07:00, the 
patient experienced Bell's palsy and miscarriage. the events required emergency room visit and 
physician office visit, the patient was hospitalized for one day due to the events. Therapeutic 
measures were taken as a result of the events and included ultrasound. The patient outcome of the 
events not recovered. 


got Bell's palsy, On the right side of his face; This is a spontaneous report from a non-contactable 
consumer. A 44-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA 
VACCINE, lot EW0150, first dose) solution for injection intramuscular on 05Apr2021 (at the age of 
COVID19 44-years-old) as a single dose for COVID-19 vaccination. Medical history and concomitant 
BELL'S PALSY | VACCINE | 1299296-1 | medications were not reported. The patient got Bell's palsy, on the right side of his face on 
(COVID19) 19Apr2021 with seriousness criteria of hospitalization. Treatment for the event Bell's palsy included 
prednisone at 20 mg tablet, 3 tablets by mouth daily; and acyclovir 800 mg tablet, orally one 


tablet by mouth 5 times daily for 10 days from 19Apr2021. The outcome of the event Bell's palsy 
was not recovered. 


Symptoms ‘Vaccine | vaes 10 | Adverse Event Description 
Type 
COVID19 Patient began having R ear numbness and pain one week after having the second dose of Moderna 
BELL'S PALSY | VACCINE vaccine. Two weeks later, he began having R facial droop and was unable to close his R eye. He 
(COVID19) went to the ER and was diagnosed with Bell's Palsy. 
COVID19 
BELL'S PALSY | VACCINE | 1299686-1 | Bell's Palsy symptoms 
(COVID19) 


COVID19 

BELL'S PALSY |VACCINE | 1299725-1 | Bells’ Palsy 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 1299783-1 | Bells palsey. 
(COVID19) 


4/26/21 - Chills, Muscle Aches, night Sweats, severe sore arm 4/27/21 - Chills, Muscle Aches, 
COVID19 severe sore arm 4/28/21 - and still current as of the date of this application - Poor muscle 
BELL'S PALSY | VACCINE | 1299820-1 | movement in right eye and face, inability to open right eye upon awakening from sleeping, 
(COVID19) sensitivity to light, headache - diagnosed as Unspecified Ptosis of the right eye / Bell's Palsey. I 


have an appointment with a Neurologist. 


COVID19 
BELL'S PALSY | VACCINE | 1300196-1 | Came down with Bell?s palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1300209-1 | Mild case of Bell?s palsy 
(COVID19) 
COVID19 Patient said about week after the shot, he didn't feel right and went to local urgent care, said the 
BELL'S PALSY |VACCINE 1300284-1 ; : i ’ : r 
(COVID19) provider told him he had Bell's Palsy on left side. 


Developed symptoms of left watery eye and runny nose, along with left ear pain and numbness of 
COVID19 the left side of the tongue the morning of 4/16/2021. Symptoms were persistent throughout the 
BELL'S PALSY | VACCINE | 1300381-1 day. At 9:58 PM on 4/16/2021, patient developed left-sided facial paralysis. Patient went to the 
(COVID19) ~~~ | urgent care on 4/17/2021 and was diagnosed with Bell's Palsy. She was given and completed the 
course of prednisone 60 mg QD x 7 days and valacyclovir 1000 mg TID x 7 days. Symptoms are 


gradually improving but still persist with continued left-sided facial droop. 


I believe on 5/4/2021 I noticed my mouth my tongue felt numb when I ate or drank. I could taste 
COVID19 but numbness was noticeable. Wednesday, May 5 it was still numb and I had a headache. 
BELL'S PALSY | VACCINE Thursday, numbness remains headache is worsening. . On Friday, May 7, same but my right was 
(COVID19) watery. May 8, right side of my face is numb to the point that eating or drinking is difficult. Went to 


the Emergency Room because I thought I was having a stroke. 


COVID19 
BELL'S PALSY | VACCINE | 1300461-1 | Facial paralysis on the right side (Bell palsy) 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1300650-1 | Bell's Palsy 
(COVID19) 


I received the second COVID vaccine (Pfizer) on 5/1/21 at 11:15am (my first vaccine was on 
4/10/21; no significant side effects at that time). Around 8pm that same day I felt some muscle 
Covip19 ache-type feelings at the base of my skull and behind my right ear. My right top lip also felt a bit 
BELL'S PALSY |VACCINE | 1300697-1 tingly and slightly numb. The next day (5/2/21) the whole right side of my face drooped. My facial 
(COVID19) “~~ | muscles could not move and felt weak and numb. I could not completely close my right eye and 
my smile was crooked. I reached out to my primary care doctor (I am currently in another country 
and received the shot here), and was advised to go to the ER. On 5/4/21 I was officially diagnosed 
with having Bell's Palsy and was prescribed Prednisone and Valacyclovir to take for 1 week. 
COVID19 Initial reaction was pain in arm and along left side of body and face (same side as injection site). 
BELL'S PALSY |VACCINE | 1300929-1 | This was followed by several days of symptoms of Bell's Palsy, which went away after 1 week, but 
(COVID19) now has resurfaced as of May 9th, 2021. 
COVID19 
BELL'S PALSY | VACCINE 1301069-1 Bells palsy 
(COVID19) 
COvID? Patient developed left 7th nerve pain and subsequent left sided Bell's Palsy approximately 3 weeks 
BELL'S PALSY | VACCINE 1301084-1 : pat : 
~~ | after vaccine administration 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 
COVID19 


BELL'S PALSY |VACCINE 
(COVID19) 


I developed Bell's Palsy after receiving covid vaccine. No history of Bell's Palsy. 


Developed Bell's Palsy in right side of face. This is the second time I have had Bell's Palsy; the first 
time was about 10 years ago. The ER physician said it was very unusual to get this twice in a 


lifetime. I was diagnosed with Bell's Palsy about a month after my second Pfizer Covid-19 shot and 
thought it could be related since this adverse event did happen during the trials. 


Symptoms ees VAERS 1D Adverse Event Description 


81 year-old female patient in otherwise good heath received her first dose of BNT162b2 (Pfizer- 
BioNTech COVID-19 Vaccine), administered in right arm on 02/02/2021 (Lot Number EL9264) for 
COVID-19 immunization. Concomitant medications include: Losartan and Atenolol. Vaccine was 
administered at approximately 5:00 pm at a drive through location. The vaccination was 
administered by the County Health Department. Shortly after receiving the vaccine (but while still 
at the facility), patient started experiencing a bulging of the right eyelid. Patient did not 
immediately recognize that this may have been related to the vaccination. Over the next several 
days, patient started experiencing additional symptoms including drooping of right side of face, 
COVID19 drooping of right eyelid, difficulty closing right eyelid and weakness on the right side of the face. 
BELL'S PALSY | VACCINE This was unusual and on 02/10/2021, patient contacted her primary care physician who referred 
(COVID19) her immediately to Emergency Department for evaluation. The following tests and procedures were 
performed by the ER: Basic Metabolic Panel, CBC Hemogram, Troponin, eGFR and CT Head w/o 
Contrast (reason facial drooping). Diagnosis: Bell's Palsy, Adult. On 2/11/21, patient had a follow- 
up with primary care physician. On 02/11/2021, the patient received prednisone (10 mg once daily 
for 5 days) as treatment for the Bell's Palsy. The reported events required visit to Emergency Room 
on 02/10/2021 with follow-up at Physician's office on 02/11/2021. Reporting is delayed because 


patient understood that the adverse event had already been reported. At a later date, patient 
requested a copy of the adverse event report for her records but learned that the adverse event 
actually had not been reported. Report is being filed by a contactable family member. 


COVID19 
BELL'S PALSY | VACCINE | 1301477-1 | Bells Palsy, diagnosed at hospital, given anti viral medication, and steroids 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1301482-1 Bell's Palsy 
(COVID19) 
COvID19 Dx with Bells Palsy on 5/5/21.. On 5/4 pressure behind right eye.. 5/5 r side facial paralysis 
BELL'S PALSY | VACCINE 1301597-1 E f 3 Be > ™ 
(COVID19) ~~= | affected speech.. loss of taste went to ER r/o stroke. Final diagnosis.. Bell?s Palsy 


Bells palsy, right sided; ED Note: 72-year-old male who is presenting with 2 days of right facial 
droop, not sparing forehead and as such concerning for a peripheral CNS etiology. On exam, he is 
hemodynamically stable though slightly hypertensive, saturating well room air no acute distress. 
Cardiopulmonary exam is unremarkable, abdomen soft and nontender, lower extremity with very 

COVID19 mild trace edema. On neurological exam, there is a right facial droop which does not spare the 

BELL'S PALSY | VACCINE forehead, there is otherwise no other focal neurological symptoms, patient able to ambulate 

(COVID19) without any issues, no slurred speech or dysphagia. His presenting symptoms is somewhat 
associated with a COVID-19 vaccine which he received recently. Do not suspect a CNS pathology 
(no other symptoms except weakness, sensation intact), given that he has presented within the 
timeframe, will give patient prednisone 60 mg, artificial tears, eye patch and have recommended 
that he follow-up with an eye doctor. 


Right sided Bells Palsy with right facial droop and right eye ptosis. Also had headache. Currently on 
prednisone. Mild improvement noted 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1302302-1 | Developed Bell's Palsy, now being referred to neurologist. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1302310-1 | Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


I developed Bell?s Palsy two weeks after the vaccine 


Bell's Palsey on Right Side of Face 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
This 69 year old black male received the Covid shot on 2/27/21 and went to the ED and admitted 
on 4/18/21 with the following diagnoses listed below. G51.0 - Bell's palsy N17.9 - Acute kidney 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) failure, unspecified 
COVID19 Developed lained Bell?s pal the left side of my f ith mild swelli the right sid 
BELUS PALSY (VACCINE eveloped unexplained Bell?s palsy on the left side of my face with mild swelling on the right side 
(COVID19) of my face. 


a high dose steroid and antiviral medication. May 2nd- Called doctor because right eye was 
twitching and muscles were feeling very tight. They thought it was my eye over compensating May 
4th- Lost muscle function on right side of face. Went to Urgent Care to be re-evaluated. They 
suggested I go to the ER. Went to ER, bloodwork, CT scan and MRI all came back normal. They 
believe it is bilateral Bell?s Palsy 


Janssen COVID-19 Vaccine EUA Bilateral Bell?s Palsy April 28th- I lost taste and my tongue felt 
COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


burnt and had a coating on it. April 29th- Morning, I noticed my top lip was off-center. Later that 
evening, I felt numbness around my lip and mouth. April 30th- Lost muscle function on left side of 
CoOVvID19 patient experienced partial paralysis of face, left face. was taken to the hospital, ruled out a 
BELCSPALSI VACCINE stroke.. diagnosed bell's pals ' l ' 
(COVID19) „ diag patsy 
COVID19 Diagnosed with Bells Palsy - noticeable facial impairment on right side of face , crooked smile, 
BELL'S PALSY |VACCINE | 1304687-1 | slightly drooping eye, pain at outside of right ear, numb cheek like received shot of novocaine at 


face, including around left eye. Went to Urgent Care, they diagnosed as Bell?s Palsy and prescribed 
(COVID19) dentist, trouble chewing food/drinking fluids on that side of mouth. 


Symptoms ees VAERS 1D Adverse Event Description 


My feet were swollen last week; Headache; Bell's palsy; Could not open an eye on left side; Can't 
talk great; Can't blink; Mouth was crooked.; Feeling something wrong; Mouth still numb and 
twisted; Can't close the eye and has to put a patch at night in order to sleep and wasn't sleeping; 
This spontaneous case was reported by a consumer and describes the occurrence of FACIAL 
PARALYSIS (Bell's palsy) in a 62-year-old female patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious events is 
detailed below. No Medical History information was reported. On 01-Apr-2021, the patient received 
first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 11-Apr- 
2021, the patient experienced FACIAL PARALYSIS (Bell's palsy) (seriousness criterion medically 
significant), EYE MOVEMENT DISORDER (Could not open an eye on left side), SPEECH DISORDER 
(Can't talk great), EYE DISORDER (Can't blink), DYSKINESIA (Mouth was crooked.), FEELING 
ABNORMAL (Feeling something wrong), HYPOAESTHESIA ORAL (Mouth still numb and twisted) and 
INSOMNIA (Can't close the eye and has to put a patch at night in order to sleep and wasn't 
COVID19 sleeping). On an unknown date, the patient experienced PERIPHERAL SWELLING (My feet were 
BELL'S PALSY |VACCINE | 1305013-1 | swollen last week) and HEADACHE (Headache). At the time of the report, FACIAL PARALYSIS 
(COVID19) (Bell's palsy), EYE MOVEMENT DISORDER (Could not open an eye on left side), SPEECH DISORDER 
(Can't talk great), EYE DISORDER (Can't blink), DYSKINESIA (Mouth was crooked.), FEELING 
ABNORMAL (Feeling something wrong), HYPOAESTHESIA ORAL (Mouth still numb and twisted), 
INSOMNIA (Can't close the eye and has to put a patch at night in order to sleep and wasn't 
sleeping), PERIPHERAL SWELLING (My feet were swollen last week) and HEADACHE (Headache) 
outcome was unknown. The action taken with MRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) was unknown. No relevant concomitant medications were reported. Lab details 
were not provided. Treatment medication for the symptoms included. prednisone 20 mg for 7 days 
valacyclovir 500 mg for 7 days white petrolatum to lubricate under the patch muscle relaxant for 
sleep - described as effective Company comment: Based on the current available information and 


temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded.; Sender's Comments: Based on the current available information 
and temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded. 


"ist dose 15Mar2021; 2nd dose 01Apr2021; diagnosed with Bells Palsy; On Wednesday, 14Apr I 
started experience numbness to the right side of my face; This is a spontaneous report from a 
contactable consumer (the patient). A 62-year-old male patient received the second dose of 
bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE, Lot number EP7534), via an unspecified 
route of administration, on 01Apr2021 at 16:30 (at the age of 62-years-old) as a single dose 
administered in the left arm for COVID-19 immunization.The patient's medical history was not 
reported. The patient has no known allergies. Prior to vaccination, the patient had not been 
diagnosed with COVID-19. Historical vaccinations included the first dose of bnt162b2 (PFIZER- 
1305641-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


BIONTECH COVID-19 MRNA VACCINE, Lot number EN6205) in the left arm on 15Mar2021 at 16:30 
(at the age of 62-years-old) for COVID-19 immunization. The patient's concomitant medications 
were not reported. The patient did not receive any other vaccinations within 4 weeks prior to the 
COVID vaccine. The patient stated that on Wednesday, 14Apr, she started to experience numbness 
on the right side of her face. She went to the ER and was diagnosed with Bell's Palsy. The patient 
experienced diagnosed with Bell's Palsy on 14Apr2021 at 16:30 with outcome of recovering and 


numbness to the right side of my face" on 14Apr2021 at 16:30 with outcome of recovering. 
Therapeutic measures were taken as a result of Bells Palsy and and hypoaesthesia and included 
the administration of prednisone (not further specified). It was also mentioned that since the 
vaccination, the patient has not been tested for COVID-19. Information on Lot/Batch number was 
available. Additional information has been requested." 


Developed bell's palsy on the left side of my face; My mouth and side of my face started to feel 
numb within a half hour of receiving the vaccine; My mouth and side of my face started to feel 
numb within a half hour of receiving the vaccine; Within 24 hours the entire side of my face from 
my jaw to my eye was numb; This is a spontaneous report from a contactable consumer (patient, 
self-reported). A 54-year-old female patient received first dose of BNT162B2 (PFIZER-BIONTEC 
COVID-19 mRNA VACCINE, Solution for injection, lot number: ENO164 and expiry date was not 
provided), via an unspecified route of administration, in Arm Left, on 15Apr2021 at 10:00 AM, asa 
single dose for COVID-19 immunization. The patient was not pregnant at the time of vaccination. 
COVID19 The patient's medical history included bee venom (known allergies). Concomitant medications 
BELL'S PALSY | VACCINE | 1305673-1 | were not reported. The patient did not receive any other vaccines within 4 weeks prior to the 
(COVID19) COVID vaccination. The patient did not receive any other medications within 2 weeks of 
vaccination. Prior to vaccination, the patient was not diagnosed with COVID-19. Since the 
vaccination, the patient was not tested for COVID-19. The patient reported that on 15Apr2021 at 
10:30 AM, she developed bell's palsy on the left side of her face. Her mouth and side of her face 
started to feel numb within a half hour of receiving the vaccine. Within 24 hours the entire side of 
her face from her jaw to her eye was numb. The patient received Medrol 4 mg dosepak and Valtrex 


- 7-day dose as treatment for the events. The events resulted in physician office visit. Outcome of 
the events was not recovered. Information on Lot/Batch number was available. Additional 
information has been requested. 


facial symptoms; Bell's Palsy.; headache; This is a spontaneous report from a contactable 

consumer (patient). This 59-year-old female patient received the 2nd dose of BNT162B2 (PFIZER- 

BIONTECH COVID-19 VACCINE), via an unspecified route of administration in the right arm on 

25Mar2021 10:30 AM (Lot Number: ER8733) at the same age as single dose for COVID-19 

immunisation. Medical history included Herpes (although no symptoms or outbreaks for 20+ 

years). Concomitant medications included estradiol (ESTROGEN) received within 2 weeks of 
1305725-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


vaccination. The patient did not receive any other vaccines within 4 weeks prior to the COVID 
vaccine. The patient previously received the 1st dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE), via an unspecified route of administration in the left arm on 04Mar2021 11.30am (Lot 
Number: EN6206) as single dose for COVID-19 immunisation. The patient experienced Bell's Palsy 
and first had headache on 12Apr2021, first facial symptoms appeared on 16Apr2021. The adverse 
event result in: Doctor or other healthcare professional office/clinic visit. Treatment was received 
for the events including Prednisone and anti-viral. Prior to vaccination, the patient was not 
diagnosed with COVID-19. Since the vaccination, the patient had not been tested for COVID-19. 
The patient was not pregnant. Outcome of the events was recovering. 


Symptoms ee VAERS 1D Adverse Event Description 


classic right sided Bell's palsy with right sided weakness; This is a spontaneous report from a 
contactable Physician reporting for a patient (reporter's son.) A 46-years-old male patient received 
bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), dose 1 intramuscular, administered in 
the left arm on 04Apr2021 14:45 (Lot Number: ER8732) as a single dose (at the age of 46-years- 
old) for COVID-19 immunisation. Medical history included ongoing gout (controlled), and Bell's 
palsy from an unknown date (patient had Bell's palsy 13 years before). Prior to the vaccination, 
the patient was not diagnosed with COVID-19. Concomitant medication included allopurinol (300 
mg) at 300 mg from an unknown date for gout. The patient did not receive any other vaccine 
within 4 weeks prior to the vaccine. On 12Apr2021 the patient experienced Bell's palsy. The patient 
started symptoms on 12Apr2021 and progressed to facial paralysis on 23Apr2021 which was finally 
diagnosed as Bell's Palsy. The Bell's Palsy is stable and has not improved much yet. Clinical course 
is as follows: on Monday, 12Apr2021 one and a half weeks after the vaccine the patient's 
symptoms began, he had minimal symptoms on 10Apr2021 and on 23Apr2021 he had facial 
COVID19 paralysis and on that day he started treatment. On Friday (date not specified) the patient had 
BELL'S PALSY |VACCINE | 1305767-1 | facial weakness. The reporter considered the event non-serious. The reporter would like to know 
(COVID19) the post-marketing incidence of Bell's palsy and the reporter was trying to decide whether the 
patient (reporter's son) gets second dose of Pfizer Covid BioNTech Vaccine or forgoes it. 
Therapeutic measures were taken as a result Bell's palsy included treatment with high-dose 
prednisone and valicyclovir (VALTREX). The clinical outcome of the Bell's palsy was not recovered. 
It was also reported that since the vaccination, the patient had not been tested for COVID-19. The 
reporter stated that this (Bell's palsy) may be a random event or a related event. No follow-up 
attempts are needed. No further information is expected.; Sender's Comments: Based on 
chronological connection to the vaccine a causal relationship between event Bell's Palsy and 
BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE) cannot be excluded. The impact of this 
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for 
safety evaluation, including the review and analysis of aggregate data for adverse events. Any 


safety concern identified as part of this review, as well as any appropriate action in response, will 
be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as 
appropriate. 


COVID19 
BELL'S PALSY |VACCINE | 1306572-1 | Bell's palsy 
(COVID19) 


Face tingling and pressure on left side started 2 weeks after vaccine dose #1. - received Steroids 
COVID19 for inflammation of jaw After steroids finished , eye started twitching 04-12-21. (every hour, 
BELL'S PALSY | VACCINE | 1306760-1 | muliple times and hour....all day) Got second dose on 4-22-21 (Moderna Lot 008C27A) Legs were 
(COVID19) like jelly 05-04- 21 for two days with severe pain. Could barely walk. Resolved after 3 days Eye 


still twitching - from 04-12-21 until 05-10-21 (Dr prescribed more steroids) 


On April 10th, patient was traveling and noticed she was having a hard time drinking without 
spilling. Companions noted her smile was different. This started sometime in the morning. Had a 
COVID19 hard time raising her eyebrows. Experienced jaw pain, severe headache and neck pain. Symptoms 
BELL'S PALSY | VACCINE | 1306901-1 | were mainly on the left side of her body. On April 10th she went into the Hospital Emergency 
(COVID19) room. At that time she was diagnosed with Bells Palsy. She was give a Rx for prednisone 60mg 
daily for 7 days. She started physical therapy the week of May 3, 2021. She still has symptoms, 


but they are less severe. 


Started with tongue becoming numb (4/27)and by next day (4/28) his face was sagging and he 
couldn't feel the left side of his face - called PCP and they suggested he go to the ER to rule out 
stroke . While there they diagnosed him w Bell's Palsey and issued prednisone and an anti viral ( 
COVID19 not sure of name). said to reschedule 2nd does 10 days out so rescheduled for 5/10. On 5/10 
BELL'S PALSY | VACCINE | 1306920-1 | Husband called PCP office as his ear has been bothering him to see if he should still get his 2nd 
(COVID19) dose - Nurse called back and said they don't suggest it . He has PCP follow up on 5/13 - 
rescheduled 2nd does later that day in hopes he can receive it for full vaccination . As of 5/11 he 
can kind of blink on left side and can open his mouth more . mentioned that side of his face feels 
sore / bruised 


COVID19 
BELL'S PALSY | VACCINE | 1306945-1 | Bells palsy on the right 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1307072-1 | Bell palsy diagnosis 3 weeks post vaccine 
(COVID19) 


Bell's palsy on left, Patient is a 17 year old male who presents to ED today for left sided facial 
COVID19 weakness involving the face and forehead. Patient says he received the Pfizer vaccine for COVID19 
BELL'S PALSY |VACCINE | 1307177-1 | this past Saturday. Two days later on Monday, he developed these symptoms. He arrives well 
(COVID19) appearing in NAD. He has weakness of the left face involving the forehead, difficulty raising 


eyebrow and closing left eye. 


COVID19 
BELL'S PALSY |VACCINE | 1307318-1 | Bells palsy, complete, right sided 
(COVID19) 
Woke up on Sunday May 9th with Bell's Palsey; classic symptoms of drooping on LEFT side of face. 
coup Has seen 2 doctors; one says vaccine is to blame other Dr says stress is to blame. She was under 
BELL'S PALSY | VACCINE 1307333-1 r : . ; 
(COVID19) ~~~ | extreme stress the 2 days before symptoms began. Symptoms still persist on Tuesday, May 11, 
2021 
COVID19 
BELL'S PALSY | VACCINE | 1307337-1 | Bell's Palsy about 2 weeks after vaccine administration. Symptoms are improving today. 
(COVID19) 
CoOvID19 Bell's Palsy treated with Prednisone 70mg daily for 5 days and tapered to 5 mg over 5 days; 
BELL'S PALSY |VACCINE 1307497-1 . : i ! 
=> | Acyclovir 4000mg daily for 5 days Physical Therapy, Accupuncture 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1307597-1 Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1307765-1 | G51.0 - Bell's palsy 
(COVID19) 


Symptoms ae VAERS 1D Adverse Event Description 


4-10 and 4-11-2021 Complained of headache; 4-12-2021 Sister-in-law stopped by around 5pm 
and noticed facial drooping on left side. My brother took her to a stand alone ER, She was given a 
CT Scan and nothing was seen on the CT Scan. Asked her to do various actions and was diagnosed 
COVID19 with Bell's Palsy. It was recommended for her to go to a hospital ER or follow up with primary 
BELL'S PALSY | VACCINE | 1307894-1 | doctor for an MRI. 4-13-2021 Early AM lost her balance and fell down. Complained of legs 
(COVID19) cramping. Lost strength on leftside of body especially hand and legs. Appointment with primary 
doctor made for next day. 4-14-2021 Had 11 am appointment with primary care doctor who 
scheduled an MRI for 1:20pm. Sent to hospital ER following a positive result for an ischemic stroke 


in frontal lobe. Evaluated at hospital ER around 3:15pm. Admitted into hospital ER at 7:33pm. 


After the second dose I had fever, body aches and swollen lymph nodes. I went to the doctor and 
got antibiotics. Nine days after the vaccine I got Bells Palsy and I have not been able to work since 
then. I noticed when I gargled that night the water was coming out. The following day was a 
COVID19 holiday and everything was closed. I was able to see my doctor. My left eye was not closing and I 
BELL'S PALSY | VACCINE | 1308220-1 | had difficulty eating because the left side of my face was effected. I had to tape my eye shut at 
(COVID19) night. It is very sad and upsetting because I don't know if it will get better. I have seen a 
Neurologist. It has been four months and I am still getting therapy for the Bells Palsy. Physical 
therapy since 04/19/2021 with electrical stimulation. My eye closes a little better and my smile is a 


little straighter. 


COVID19 
BELL'S PALSY | VACCINE | 1308683-1 | Right side facial Bell's Palsy 
(COVID19) 


COVID19 i ae . : A : ; 
BELL'S PALSY | VACCINE | 1308708-1 Bell's palsy in right face: onset exactly 2 weeks following dose 2. Facial paralysis, hyperacusis, 
(COVID19) “~~ | tongue numbness, blurred vision, no gag reflex, reduced hypoglossal activity, neck/ear/jaw pain 


I started with normal flu like symptoms for 3 days. Then after that I started having pain that 
seemed similar to a toothache/ear infection. As time went on it was getting worse and worse. I 
thought it was an ear infection and that it would go away on its own. On the week of 5/03/2021 it 
started becoming unbearable. I made an appointment to see the doctor to check out my ear. While 
COVID19 at work on 5/10/2021 I started feeling like my blinking was off. I felt like my left side was slow and 
BELL'S PALSY | VACCINE | 1308906-1 | weak. By bedtime I was struggling to spit. I knew I had a doctor appointment in the morning so I 
(COVID19) decided to wait it out. By the time I got to my appointment most of the left side of my face was 
weak and not working properly. I also have severe pain in my ear and my jaw. I was diagnosed 
with Bells Palsy at the doctors office. He believes it is vaccine related. He gave me medication and 


suggested that I report this. He says that he expects a full recovery and very few people have 
permanent damage from this. 


Bells Palsy; This is a spontaneous report from a contactable consumer. A 45-year-old male patient 
received second dose of BNT162B2 (BNT162B2) via an unspecified route of administration, 
administered in Arm Right on 19Apr2021 at 14:30 (Batch/Lot Number: EW0161) as SINGLE DOSE 
for covid-19 immunization. The patient was not diagnosed with COVID-19 prior to vaccination and 
COVID19 phe a has not a as tapes a es a n ere ai 7 
; nxiety, depression and known allergies: Tree nuts. Concomitant medication included duloxetine 
een ICOVID19) i (DULOXETINE), mirtazapine (MIRTAZAPINE), lamotrigine (LAMICTAL) and gabapentin 

(GABAPENTIN) all taken for unspecified indications, start and stop dates were not reported. The 
patient experienced bells palsy on 24Apr2021 at 19:00. Therapeutic measures were taken as a 
result of bell's palsy which included Prednisone and Valyacyclovir. The patient received first dose of 


BNT162B2 on 29Mar2021 (lot ER8730) at 15:30 administered to right arm. Outcome of the event 
was recovering. Follow up attempts needed. Further information is expected 


developed bell palsy after the first covid vaccine; This is a spontaneous report from a Pfizer- 
sponsored program. A contactable consumer (patient's parent) reported a male patient of an 
COVID19 unspecified age received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for 
BELL'S PALSY |VACCINE | 1309537-1 injection), via an unspecified route of administration on an unspecified date (Batch/Lot number 
(COVID19) ~~ — | was not reported) at 1st dose, single for COVID-19 immunisation. The patient's medical history 
and concomitant medications were not reported. The patient developed bell palsy after the first 
covid vaccine on an unspecified date. The reporter was inquiring how to receive the second dose. 


The outcome of the event was unknown. Information on batch/lot number has been requested. 


Diagnosis of Bells Palsy on 14Apr2021; This is a spontaneous report from a contactable consumer. 
A 59-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; 
Lot Number: ER8727), dose 1 via an unspecified route of administration, administered in the left 
arm on 26Mar2021, at 11:00 as single dose for covid-19 immunization. Medical history included 
COVID19 hypertension from an unknown date . No known allergies were noted. There were no concomitant 
BELL'S PALSY | VACCINE | 1309543-1 | medications. The patient had diagnosis of Bells palsy on 14apr2021 on 14Apr2021, at 06:00. The 
(COVID19) event resulted in Emergency room/department or urgent care visit. Prior to vaccination, the patient 
had not been diagnosed with COVID-19. Since the vaccination, the patient has not been tested for 
COVID-19. Therapeutic measures were taken as a result of diagnosis of bells palsy on 14apr2021, 


and included treatment with predisone (x 5 days) and anti-viral (x 10 days). The outcome of 
diagnosis of Bells palsy on 14apr2021 was not recovered. 


Bells palsy; This is a spontaneous report from a contactable consumer (patient) reported for 
himself. A 37-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; 
Lot number was not reported), via an unspecified route of administration, at the age of 37 years, 
COVID19 on 24Apr2021 09:00 as 1ST DOSE, SINGLE for covid-19 immunisation. Medical history included 
BELL'S PALSY |VACCINE | 1309566-1 | none from an unknown date and unknown if ongoing. The patient's concomitant medications were 
(COVID19) not reported. The patient experienced bells palsy on 24Apr2021 16:00. The patient underwent lab 
tests and procedures which included sars-cov-2 test: negative on 25Apr2021. Therapeutic 


measures (Steroids and anti viral) were taken as a result of bells palsy. The outcome of the event 
was not recovered. Information about batch/lot number has been requested. 


Symptoms nibs [symptoms | Vaccine |yaersro| adverse Event Description = Adverse Event Description 


Bell's Palsy; swollen tongue; itchiness; This is a spontaneous report from a contactable consumer 

(patient). A 33-year-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 

VACCINE), dose 2 via an unspecified route of administration, administered in arm left on 

28Jan2021 14:30 (Batch/Lot Number: EL9262) (at the age of 32 years) as 2ND DOSE, SINGLE for 

COVID-19 immunization. Medical history included immunoglobulin g4 related disease (IGG4-RD) 

and rheumatoid arthritis. The patient's concomitant medications were not reported. The patient 
COVID19 previously took rituximab (RITUXAN) and experienced drug allergy and first dose of BNT162B2 

1309579-1 


(PFIZER-BIONTECH COVID-19 VACCINE, lot number: Ej1686) in the left arm on 07Jan2021 at 
BELES PALZ ICOVIDIÐ) 02:30 pm for COVID-19 immunization and experienced rash in face and back. The patient did not 

receive any other vaccines within 4 weeks prior to the COVID vaccine. The patient was not 
diagnosed with COVID-19 prior to vaccination. The patient was not pregnant at the time of 
vaccination. On 01Apr2021, the patient experienced Bell's Palsy, swollen tongue and itchiness. The 
events resulted in emergency room/department or urgent care. The patient was hospitalized for 
the events for 3 days. The patient received treatment for the reported events. Since the 
vaccination, it was unknown if patient has been tested for COVID-19. The outcome of the events 
was recovering. 


Bell's palsy symptoms started up a few hours after the shot/had it two years ago; Bell's palsy 
symptoms started up a few hours after the shot/had it two years ago; This is a spontaneous report 
from a contactable consumer (patient). A 55-year-old male patient received BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE, lot number and expiry date not reported), via an unspecified route 
of administration, on 26Apr2021 14:00, as 2nd dose, single, for COVID-19 immunisation. Medical 
history included Bell's palsy in 2019 (had it two years ago). The patient was not diagnosed with 

COVID19 COVID-19 prior to vaccination and was not tested for COVID-19 since the vaccination. Concomitant 

BELL'S PALSY |VACCINE | 1309582-1 | medications included cetirizine hydrochloride (ZYRTEC); and cimetidine (TAGAMET), both taken for 

(COVID19) unspecified indications, start and stop dates were not reported. Historical vaccine included the first 
dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number and expiry date not 
reported) at age 55 years, administered in the left arm, on O5Arp2021 14:00, for COVID-19 
immunisation. The patient did not receive any other vaccines within 4 weeks prior to BNT162B2. 
Bell's palsy symptoms started up a few hours after the shot, on 26Apr2021 at 16:00. The patient 
had it two years ago. The patient was recovering from the event (reported as subsiding 24 hours 
later). Follow-up needed. Information about batch/lot number has been requested. 


COVID19 
BELL'S PALSY | VACCINE | 1309742-1 | Bells Palsy with paralysis on left side of face 
(COVID19) 


136/84, which is still high for me. I am absolutely convinced that the blood pressure issue is also 
from the vaccine. There is no other explanation for my blood pressure doubling. I hope this letter 
explains the very unfortunate consequences of my Covid vaccine. I have included the progress 
notes from dr with this letter. Please feel free to contact me at our office. 


3 days ; This letter is to inform you of the unfortunate series of events that landed me in hospital 
on Friday, January 8, 2021. You denied a brain MRI on January 4th that was an emergent situation, 
mainly because you had no information about what was happening. I am going to lay out the 
entire timeline of events, as there are more bills coming. First, I want to give you some 
background: I am an EXTREMELY fit 64 year old. I work out 6 days a week doing workouts that 
most 25 year old could not do. I see my OB/GY once a year for my annual checkup. My blood 
pressure has never been above 110-115/60-70. For my entire adult life, I have never had any 
serious illness. I should be a dream case for any insurer. I am married to a Board-certified 
physician in spinal cord injury medicine, EMG, and Neuromuscular Medicine. Together we run the 
top EMG lab. We have close relationships with the top specialists, which allowed me access to them 
very quickly. Here is the timeline: On Sunday, December 27, 2020, I was cleaning the baseboards 
in the bedroom walking backwards. I turned around and hit my left temple HARD on the TV 
mounted on the wall. I did not pass out, but I actually felt my brain hit the right side of my head 
from the force. I called my husband and we decided to keep a close watch on me to be sure I did 
not have a subdural hematoma. For the entire following week, I just had a terrible headache and 
neck pain. He thought I had a whiplash sort of injury. On Saturday, 1/2/21, I received my first 
Moderna Covid vaccine. On Monday, 1/4/21, I drove to work. I noticed my vision was a little blurry 
cut chalked it up to needing new contact lenses. When I got in the car and started driving home, I 
realized that I had complete and total double vision. I only got home by covering one eye to see 
the road. I was petrified. On Tuesday morning, my husband called Dr, concussion specialist. He told 
me to schedule a brain MRI asap. I scheduled it for Friday, 1/8 so company could get approval 
from you. When we told Dr it was scheduled for Friday, he said I needed it sooner than that, and 
that he would call in the kind of images he wanted. My friend, who runs the company, got me in 
that day, and I had an appointment with Dr the following morning, Wednesday, 1/6. I had a very 
COVID19 thorough exam with Dr, who said I had a concussion with a partial 6th nerve palsy (double vision). 
BELL'S PALSY | VACCINE | 1309765-1 He DID say it was unusual to develop 6th nerve palsy a week after I hit my head, but we were still 
(COVID19) thinking it was from the concussion. On Friday, 1/8, I was driving to the office with my husband 
(still could not drive). I ate a breakfast sandwich in the car, and when I went to look in the mirror 
to see if I had food in my teeth, I noticed I could not move the right side of my mouth. By the time 
we got to the office, I had a palsy on the entire right side of my face. We called Dr who advised 
that I go to the ER immediately, as 7th nerve palsy is really not associated with a concussion. We 
cancelled our patients and he drove me the ER. There I saw Dr, the ER doc, who took one look at 
me and said I had Bell's palsy. They started taking my vitals and my blood pressure was 220/110! 
They thought I was having a stroke! They immediately started an IV with medication to reduce my 
blood pressure. The neurologist came in and ordered another brain MRI with smaller slices than 
the 1st one to make sure we were not missing anything. He also ordered an MRA. They were all 
normal. They admitted me to the hospital. After consultation with the Internal Medicine doc, they 
decided I needed a spina; tap to rule of the many very serious things associated with Bell's palsy. 
Everything was negative. I was discharged at 1 pm on Sunday, 1/7. I had a follow up with Dr on 
Wednesday, 1/13. We received a call from Dr who insisted on taking over my case, as he knows 
my husband very well. I had a consultation with him on Wednesday, 1/13. I gave him the entire 
timeline of events. I was stunned to hear his opinion: BOTH the 6th nerve palsy AND the 7th nerve 
palsy were caused by my Covid vaccine. He said he had seen 4 patients in the last 10 days who all 
developed palsies after their vaccines. They were all Pfizer vaccines, and I was the first Moderna 
one he had seen. I have since come under the care of Dr who is monitoring my blood pressure. 
The double vision has resolved, and the Bell's palsy is about 90% improved. I am scheduled for my 
2nd vaccine this Sunday, 1/31/ Both Dr want me to go ahead and take it. I have a prescription of 
Clonidine on hand in case my blood pressure spikes again. It has come back down to about 


Symptoms ee VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE 

(COVID19) 

COVID19 Bell's palsy (classic symptoms). Onset on 5/2. Seen in the ED the next day when symptoms 
BELL'S PALSY | VACCINE worsened. Diagnosed with Bell's palsy (right-side of face). Weakness, asymmetry of smile, inability 


(COVID19) to completely close eyes and loss of taste on right-side of tongue. 


COVID19 
BELL'S PALSY | VACCINE | 1310468-1 | Onset of Bells Palsy affecting right eye and developed to Dilopia. 

(COVID19) 

COVID19 Signs of Bells Palsey on left side of mouth and face. Numbness started within the first 5 minutes of 
BELL'S PALSY |VACCINE 1310497-1 : : a : 

(COVID19) == | Covid shot. Has have numbness every day since in left side of face. 


Patient was diagnosed with Bells Palsy today. On 5/10 in the evening she noticed an odd sensation 
COVID19 in/around her mouth. It continued to worsen, she saw her primary MD who didn't seem concerned. 
BELL'S PALSY | VACCINE She stated the symptoms worsended the next day, Today she awoke to her eye not being able to 
(COVID19) blink, and one side of her face drooping. She called the pharmacy and I told her to seek medical 
attn. as soon as possible. She went to the Urgent Care. This dr. prescribed Prednisone, Valtrex, 


and lubricant eye drops. 


COVID19 : . . ; : 
BELL'S PALSY |VACCINE | 13107221 Patient developed cranial nerve 7 palsy, facial numbness, and non descript visual changes. Was 
(COVID19) ~~~ | treated with prednisone for Bell's palsy. Also developed joint pain 


COVID19 About 2 days after the vaccination (02/13/2021) she had facial numbness that has lasted for 6 
BELL'S PALSY | VACCINE | 1310887-1 | Weeks. She has only recovered about 75% of her facial function/numbness. He Doctor diagnosed 
(COVID19) ~~ | her with Bells Palsy. Her eyelid and eyebrow on one side of her face still are not functioning fully 


still. 


1st Dose of Pfizer: 3/25 - 3.25 starting experiencing dizziness on the drive back and went to sleep 
- 3.26 start urinating blood - 3.27 went to Urgent Care, did urine analysis, and got antibiotics, took 
for 7 days, finished all antibiotics on 4.2 - 4.2 rectal pain and went to the rectal doctor, 7prescribed 
antibiotics, took for 10 days - 4.10 tongue numbness started - 4.14 right eye start twitching 2nd 
Dose of Pfizer: 4/15 - 4/15 after shot, start to experiencing severe facial paralysis - 4/15 went to 
COVID19 ER on that evening, ER doctor said is bell's palsy, total right facial paralysis - 4/16 lower body 
BELL'S PALSY | VACCINE | 1310937-1 experiencing pain and weakness, facial paralysis 2nd day - 4/18 started acupuncture, headache 
(COVID19) ~~~ | and temple pain, facial paralysis 4th day - 4/19 went to see the rectal doctor again, rectal severe 
pain, facial paralysis 5th day - 4/20 went to see neurologist, re-confirmed Bell's Palsy, issued MRI 
for brain - 4/21 continued rectal pain -4/23 severe rectal pain (level 8/10), went to ER, had 
Morphine, had CT scan -4/26 see rectal doctor, prescribed pain medicine, but nothing can be done, 
told to wait it grow bigger -4/30 MRI for the brain - 5/3 Saw another neurologist, -5/10 saw the 


bells palsy 


rectal doc, did procedure in office to cut open a hole in buttock -5/11 start shortness of breath 
-5/12 low blood pressure, high pulse (116), rectal pain, facial paralysis continue 


Patient presented to clinic today for 2nd dose of Moderna, reported to nurse that 3 weeks after 
COVID19 vaccination, woke up that morning with tongue tingling, right side of mouth numb and drawing, 
BELL'S PALSY | VACCINE unable to shut right eye. Reports he saw his provider and was diagnosed with Bell's Palsy. Was 
(COVID19) given Prednisone 50mg PO QD, an anti-viral (patient did not know the name), and eye drops. 
Nurse contacted our medical director who recommended we hold on giving 2nd dose and have 
patient first discuss with primary MD. 

COVID19 
VACCINE New onset Bell's palsy L face on 5/8/2021. Confirmed on examination 5/12/2021 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE 1311017-1 Bells Palsy 
pausensr (COVID19) sums 


Headache - I had some neck pain. I don't remember - I might have some dizziness - I put them on 
COVID19 the v-safe check-ins. I had to be taken by ambulance to the hospital on 4/17/2021 - I thought I 
BELL'S PALSY | VACCINE was having a stroke. They said that I had developed bells palsy on the right side of my face. They 
(COVID19) gave me medication to use for one week. The symptoms that I was having went away less than 
two weeks later. They told me that Bells Palsy symptoms could last two weeks to six months. It's 


gone right now - I don't see any symptoms of it. I did have a virtual appt appt with my doctor - 


At first(4/27/21) it felt like the left side of my face was acting spiritic but it was really the right side 
of my face not really doing anything so after a week of deducing and not knowing what it was I 
COVID19 told my mom. She called the doctors office listed and they said to send me to the ER on 5/5/21. 
BELL'S PALSY | VACCINE | 1311067-1 | They said I have Bells Palsy and they put me on Prednisone and eye drops. We scheduled an 
(COVID19) appointment for our primary doctor which we went to on the 5/12/21. The doctor and I + my mom 
talked and they said we should report this because there was nothing else that could of caused the 
Bells Palsy. 
COVID19 
BELL'S PALSY | VACCINE Bell palsy( left side) 
pausonsr (COVID19) ssa 
COVID19 
BELL'S PALSY | VACCINE 1311237-1 Bell's Palsy 
pausonsr (COVID19) Ea 
COVID19 Recei : ; F i 
j eceived second Pfizer COVID-19 vaccine on 4/28/21 and awakend with Bell's Palsy on 4/29/21. 
VACCINE Ern We treated with prednisone, valcyclovir and eye drops 
(COVID19) i : 
COVID19 
BELL'S PALSY | VACCINE 1311473-1 G51.0 - Bell's palsy 
pausensr (COVID19) som 
COVID19 April 29th. Adverse event-Bells Palsy. Treated for 6 days with steroid(Prednisone) and Valprex. 
BELL'S PALSY | VACCINE Symptoms- distorted mouth, slurring of words, left eye won't close unless right eye is closed. Left 
(COVID19) side of face doesn't respond to stimulus. 
COVID19 
BELL'S PALSY | VACCINE 
sucsonsr (COVID19) En 


Bells Palsy onset with R sided facial droop, Given prednisone and valtrex, Outcome TBD 


Symptoms ae VAERS 1D Adverse Event Description 


BELL'S PALSY ae GE 4312451-1 Drooping of mouth, not able to blink or close right eye. Tearing of right eye, strange feeling on 
(COVID19); i it*s;” toungue. Diagnosed as Bells Palsy 
COVID19 : . : —— 
BELL'S PALSY | VACCINE Right submandibular lymph node swelling, facial/ear pain (ongoing but getting better-antibiotics 
(COVID19) given) Right facial numbness/droop diagnosed as Bell?s Palsy right side (ongoing) 


BELLS PALSY; This spontaneous report received from a patient concerned a Male of unspecified 
age. The patients weight, height, and medical history were not reported. On 08-APR-2021, the 
patient received COVID-19 VACCINE AD26.COV2.S (suspension for injection, route of admin not 
reported, batch number: Unknown) dose was not reported, 1 total, administered for prophylactic 
vaccination. The batch number was not reported. The company is unable to perform follow up to 
COVID19 request batch/lot numbers. No concomitant medications were reported. On APR-2021, the patient 
BELL'S PALSY | VACCINE | 1312766-1 | experienced Bells Palsy after receiving Janssen vaccine and went to the Doctor but waiting for the 


(COVID19) diagnosis. The action taken with COVID-19 VACCINE AD26.COV2.S was not applicable. The 
outcome of Bells Palsy was not reported. This report was serious (Other Medically Important 
Condition).; Sender's Comments: V0:20210508205-covid-19 vaccine ad26.cov2.s -bell's palsy- 
This event(s) is considered unassessable . The event(s) has a compatible/suggestive temporal 
relationship, is unlabeled, and has unknown scientific plausibility. There is no information on any 
other factors potentially associated with the event(s). 


Bell's palsy/droopiness on the left side of her face; This is a spontaneous report from a contactable 
consumer (patient). A 28-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID- 
19 VACCINE, Batch/Lot number was not reported), via an unspecified route of administration, 
administered in Arm Left on O8Apr2021 (at the age of 28-years-old) as 1st dose, single for COVID- 
COVID19 19 immunisation. The patient's medical history and concomitant medications were not reported. 
1313009-1 


BELL'S PALSY | VACCINE On 24Apr2021, she had drooping on the left side of her face. On the 25th, she went to the ER and 
(COVID19) it was Bell's Palsy. Her second dose will be on Thursday, 29Apr2021, and is wondering if she should 
get the second dose. On 27Apr2021, she reported the droopiness in her face is staying about the 
same. She had blood work done in the emergency department and her bloodwork was all normal. 
The patient underwent lab tests and procedures which included blood test: normal on 25Apr2021. 
The outcome of the event was unknown. Information on the lot/batch number has been requested. 


"Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 57-year-old 

female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) via an 

unspecified route of administration at age of 57 years, administered in Arm Left, on 12Mar2021 

14:00 (Lot Number: EN6206) as single dose for covid-19 immunisation. Medical history included 
COVID19 High Blood Pressure. The patient was not pregnant at time of vaccination. Concomitant 


BELL'S PALSY | VACCINE medications included labetalol; furosemide; spironolactone. The patient previously took naproxen. 
(COVID19) The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. The 
patient experienced Bell's Palsy (medically significant) on 16Mar2021 21:00. The adverse event 
result in ""Emergency room/department or urgent care"". The patient received treatment of 
steroids and antibiotics for event. The patient was not diagnosed with COVID-19 prior to 
vaccination and not been tested for COVID-19 since the vaccination. Event outcome was 
recovering." 


2 or 3 days after first shot, I noticed my face drooping a bit on the left side of my mouth. then my 
left eye would not open imediately when would wake up. 2 days after my 2nd muscle weakness 
worsened; 2 or 3 days after first shot, I noticed my face drooping a bit on the left side of my 
mouth. then my left eye would not open imediately when would wake up. 2 days after my 2nd 
muscle weakness worsened; 2 or 3 days after first shot, I noticed my face drooping a bit on the 
left side of my mouth. then my left eye would not open imediately when would wake up. 2 days 
after my 2nd muscle weakness worsened; This is a spontaneous report from a contactable 
consumer (patient). A 51-years-old non-pregnant female patient received the first dose of 
bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), via an unspecified route of 
administration, administered in Arm Left on 03Apr2021 12:15 (Batch/Lot Number: EP6955) as 
SINGLE DOSE, patient received the second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA 
COVID19 VACCINE), via an unspecified route of administration, administered in Arm Left on 24Apr2021 
BELL' 


LL'S PALSY | VACCINE | 1313054-1 | 12:30 (Batch/Lot Number: ER8735) as SINGLE DOSE for covid-19 immunisation. Medical history 
(COVID19) included hypertension, stroke after surgery (No lasting effects from stroke). Relevant past drug 

history: known drug hypersensitivity to Sulfa drugs. Concomitant medications included lisinopril 
(LISINOPRIL), atorvastatin (ATORVASTATIN), gabapentin (GABAPENTIN), loratadine (LOTADINE). 
No other vaccines were given within 4 weeks. Prior to vaccination, the patient was not diagnosed 
with COVID-19. Since the vaccination the patient had not been tested for COVID-19 On an 
unspecified date Apr2021,The patient experienced Bells Palsy, Facial droop, muscle weakness 
worsened.. The clinical course was reported as follows 2 or 3 days after first shot, patient 'I noticed 
face drooping a bit on the left side of my mouth. then my left eye would not open immediately 
when would wake up. 2 days after my 2nd muscle weakness worsened. The events were medically 
significant. The adverse events did required an Emergency Room Visit. Therapeutic measures were 
taken as a result of Bells Palsy, Facial droop , muscle weakness worsened. The clinical outcome of 
the events was recovering. Follow up needed, further information has been requested. 


COVID19 Pt had Covid vaccine on February 8th. Her daughter saw her on February 15th and noted right 
BELL'S PALSY |VACCINE | 1313313-1 | sided facial drooping. Pt noited her right eye had been tearing quite about for at least 2 days prior 

(COVID19) to the 15th. 

COVID19 
BELL'S PALSY | VACCINE 1313590-1 | Systemic: Bell's Palsy-Medium 

(COVID19) 

COVID19 four days later I got very tired, sore throat, swollen face, pain on the left side of neck and face 
BELL'S PALSY | VACCINE | 1313714-1 | (which is already chronic for me, but this was more acute), and nerve pain across my left cheek 

(COVID19) under the sinus, right side of my face drooping (bells palsy) 

COVID19 W H H we H Tw m 1 1 1 
BELL'S PALSY | VACCINE | 13140181 Patient developed facial numbness and sagging" about ti? hours after receiving vaccine. She 

“—————_ | proceeded to ER for evaluation. ER diagnosed as Bells Palsy. 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE 1314121-1 bell's palsey 

(COVID19) 


April 25 I started with a drooped face on the right side, eyes, nose, and lips affected - Diagnosed 
with Bells Palsy after stroke was ruled out. Treated with Prednisone and Valacyclovir 1GM. 
Symptoms improved very little after 12 days, Movement in face is slowly returning, but mot 100%. 
Taping eye closed to sleep. Finished above medicines May 5. Then May 7 started with 


Symptoms bocce VAERS 1D Adverse Event Description 
Type 
spasms/numbness in my lower back. Did nothing to cause this, had been taking it easy since Bells 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 
Palsy diagnosis. Spasms, quivers in back with some numbness. 


COVID19 
BELL'S PALSY |VACCINE Bell's Palsy on the right side of the face 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE Bells Palsey TMT with Prednisone 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1314707-1 | Patient reported developing Bell's Palsy 3 days after first dose. 
(COVID19) 


Developed Bells Palsy on 4/23 after initial Covid vaccine on 4/9. Went to Urgent Care on 4/24 and 

COVID19 was prescribed Prednisone. Went to the Neurologist on 4/29. Had an MRI on 5/6. No other issues 

BELL'S PALSY | VACCINE | 1314787-1 | than inflamed facial nerve was found on MRI. I am on 3 weeks of Bells Palsy and starting to see a 
(COVID19) very small improvement on the right side of my face which is the side that has been fully 


paralyzed. 


COVID19 Fever, extreme fatigue, pain (all that lasted for about a week) but the day after the shot I had a 
BELL'S PALSY | VACCINE | 1314849-1 | Seizure. And within the next day or so I started having problems with the right side of my face 
(COVID19) ~~~ | being numb/heavy. My right eye twitching sometimes. And it being difficult to lift that side of my 
face (eyebrow and mouth) and sometimes it?s impossible. 
COVID19 
BELL'S PALSY | VACCINE | 1314870-1 | Bell's Palsy occured on 4 days post injection Patient had no history of Bell's palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Bell's palsy 5/12/2021. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Developed left-sided Bell's palsy on 5/3/21 prompting a visit to the ED. The patient states she had 
left body numbness after she received the vaccine on 4/7/21, but full Palsy until 5/3/21. 


Bells palsy, medication given, not sure of outcome 


Diagnosed with Bells Palsy 


COVID19 
BELL'S PALSY |VACCINE | 1315827-1 | Bell Palsy right side dripping (tears) right eye 
(COVID19) 


Bell's palsy (a neurological condition where drooping of the eye lid and the face happens); This 
spontaneous case was reported by a physician assistant (subsequently medically confirmed) and 
describes the occurrence of BELL'S PALSY (Bell's palsy (a neurological condition where drooping of 
the eye lid and the face happens)) in a 62-year-old male patient who received MRNA-1273 
(Moderna COVID-19 Vaccine) for COVID-19 vaccination. Concomitant products included 
LISINOPRIL, LOVASTATIN, QUETIAPINE FUMARATE (SEROQUEL) and TRAZODONE for an unknown 
indication. On 17-Mar-2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) 1 dosage form. On 27-Mar-2021, the patient experienced BELL'S PALSY 

COVID19 (Bell's palsy (a neurological condition where drooping of the eye lid and the face happens)) 

BELL'S PALSY |VACCINE | 1315868-1 | (seriousness criterion medically significant). At the time of the report, BELL'S PALSY (Bell's palsy (a 

(COVID19) neurological condition where drooping of the eye lid and the face happens)) outcome was 
unknown. MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was withdrawn on an 
unknown date. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not 
provide any causality assessments. No adverse event as Medical History was reported. Patient did 
not receive the second dose of the vaccine due to this condition. Treatment information not 
provided. Based on the current available information and temporal association between the use of 


the product and the start date of the event, a causal relationship cannot be excluded.; Sender's 
Comments: Based on the current available information and temporal association between the use 
of the product and the start date of the event, a causal relationship cannot be excluded. 


Bell's Palsy; Numbness in her gums in her mouth; Missed 2nd dose; This spontaneous case was 
reported by a consumer and describes the occurrence of BELL'S PALSY (Bell's Palsy) in a 66-year- 
old female patient who received MRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below. No Medical History 
information was reported. On 09-Mar-2021, the patient received first dose of MRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 27-Apr-2021, the patient 
experienced BELL'S PALSY (Bell's Palsy) (seriousness criterion medically significant), 

COVID19 HYPOAESTHESIA ORAL (Numbness in her gums in her mouth) and INAPPROPRIATE SCHEDULE OF 

1315879-1 


PRODUCT ADMINISTRATION (Missed 2nd dose). At the time of the report, BELL'S PALSY (Bell's 
Palsy) and HYPOAESTHESIA ORAL (Numbness in her gums in her mouth) had not resolved and 
INAPPROPRIATE SCHEDULE OF PRODUCT ADMINISTRATION (Missed 2nd dose) had resolved. Not 
Provided The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was 
unknown. The patient was on several unknown medications daily. Treatment includes 60mg 
Prednisone for 7 days and many unknown medication for treatment Company Comment Based on 
the current available information and temporal association between the use of the product and the 
start date of the events( Bell's palsy and hypoaesthesia oral) , a causal relationship cannot be 
excluded. This report also refers to a case of inappropriate schedule of product administration for 
mRNA-1273 


BELL'S PALSY | VACCINE 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


Bells Palsy type sensory reaction; Spots on her chin and cheek leftover from Shingles; This is a 
spontaneous report from a contactable consumer (another friend of daughter). A 27-year-old 
female patient received first dose of the BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE 
formulation: Solution for injection, lot number: unknown), via unspecified route of administration 
on an unspecified date as single dose for COVID-19 immunization. The patient medical history and 
concomitant medications were not reported. The patient experienced bells palsy type sensory 
reaction and spots on her chin and cheek leftover from shingles on 23Jan2021. The reported stated 
that the patient took the first dose of the vaccine and because of the adverse events she 
experienced, her doctors have told her she cannot take the second dose. Reporter added that her 
COVID19 daughter had a quantitative antibody test done after the first shot and the count results were 
BELL'S PALSY | VACCINE | 1316060-1 77.74 milliliters. Reporter wants to know how much protection from Covid does this result give her 
(COVID19) o daughter. She had Spots on her chin and cheek leftover from Shingles. She had an appt. today 
with the dermatologist. They gave her almost like a bleaching thing and something for the itch. 
She developed Bells Palsy type sensory reaction was a reaction to the reaction. She was so sick the 
first 3 days and the 4 day she developed the shingles, bells palsy type reaction. She never had 
chickenpox. She was the first age group that got Varicella before kindergarten. She never got 
chicken pox so to get shingles and never had chicken pox, only 22% of the population gets that. 
78% of the people that get the vaccine don't get shingles. But yet her antibodies for the varicella 


zoster was off the roof after the vaccine. It was over 3000 and her face is proof of it. The patient 
underwent lab tests and procedures which included antibody test: 77.74 milliliters and magnetic 
resonance imaging: unknown result. Therapeutic measures were taken as a result of spots on her 
chin and cheek leftover from shingles. The outcome of the events was unknown. 


Bell's Palsy; This is a spontaneous report from a contactable physician. A female patient of 
unknown age received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE) 
on an unknown date in 2021 (reported as a month before this report) as a single dose for Covid-19 
immunization. Medical history and concomitant medications were not reported. On an unknown 
COVID19 date in 2021 (reported as a month before this report), the patient experienced Bell's palsy. 
1316144-1 


BELL'S PALSY | VACCINE Outcome was unknown. The reporting physician was asking if the second dose is required. 
(COVID19) Information on the batch number has been requested.; Sender's Comments: Assuming a plausible 
temporal association, a reasonable possibility that the reported Bell's palsy is related to BNT162B2 
vaccine cannot be excluded. The impact of this report on the benefit/risk profile of the Pfizer 
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and 
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, 
as well as any appropriate action in response, will be promptly notified. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


patient was not pregnant at time of vaccination. The patient did not receive any other vaccines 
within 4 weeks prior to the COVID vaccine. No other medications within 2 weeks of vaccination. On 
25Apr2021 08:00 (after receiving the vaccine 2 days later), the patient had Bells Palsy symptoms 
started along with a head ache. The adverse event resulted in doctor or other healthcare 
professional office/clinic visit. Prior to vaccination, the patient was not diagnosed with COVID-19 
and since the vaccination, the patient had been tested for COVID-19. The outcome of the events 
was not recovered. 


fever blisters; ear ache; stress; 2nd dose of the Pfizer Covid vaccine on O2Mar2021 and on 
24Apr2021 she went to the emergency room with Bell's Palsy; This is a spontaneous report from a 
contactable consumer (patient) via a Pfizer-sponsored program. A currently 67-year-old female 
patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of 
administration, administered in the left arm on O2Mar2021 16:00 (also reported as 16:30) 
(Batch/Lot Number: Unknown) as 2nd dose, single dose (at the age of 66-years-old) for COVID-19 
immunisation. Medical history included bell's palsy from 07Jan2015; and an unspecified risk factor. 
The patient had no concomitant medications. The patient did not have any prior vaccinations within 
4 weeks. The patient did not have family medical history that was relevant to adverse events and 
no relevant tests were done. The patient previously took shingles vaccine (Merck) that started with 
the letter 'Z' and had Bell's Palsy in Jan2015 which was exactly 6 weeks after she got a shingles 
vaccine; tetanus vaccines 10 years ago as a booster and experienced severe swelling on her arm, 
swelling in her body; Quadravalent flu vaccine and never had a reaction to the flu vaccines; and 
the first dose of BNT162B2 (reported as 'Pfizer COVID') for COVID-19 immunisation on 02Feb2021 
in the left arm. On 24Apr2021, the patient experienced bell's palsy. On unspecified dates, the 
patient experienced fever blisters, ear ache and stress. The events were reported as follows: Her 
HCP should have the information on the shingles vaccine she got in 2015. When she had bell's 
palsy the 1st time in 2015, she had to go to the hospital for a day and a half to rule out everything 
and the best they found was that she had herpes simplex based on the blood work done at that 
COVID19 time and it was what her HCP believed it was at that because it showed she had some kind of virus 
BELL'S PALSY | VACCINE | 1316173-1 but neither time she had bell's palsy did she have seizure or other symptoms other than the ear 
(COVID19) ~~~ ~ | ache she had this time. The patient got the second dose of the vaccine on 02Mar2021 and on 
24Apr2021 she went to the emergency room with Bell's palsy. She can talk better when she holds 
her mouth. She was out of town when she noticed the symptoms of bell's palsy the night before on 
24Apr2021 and when she got home she then went to the emergency room on 25Apr2021; she 
could tell something was happening again and it was noticeable and she had an ear ache the day 
before and her face was drooping. The HCPs swear there was no correlation between the vaccine 
and bell's palsy but she found this very coincidental. The patient stated that she would rather get 
bell's palsy again than get covid. For treatment, the only thing she has done was to call the HCP to 
schedule the follow-up visit as directed by the emergency room (ER) HCP; she went to the ER to 
rule out stroke and they did rule out stroke; states the only other thing she can think of is that she 
had quite a bit of stress because they put down her dog on Sunday and other than that she had an 
ear ache at her granddaughter's track meet on the day before on 24Apr2021 and the emergency 
room visit was on 25Apr2021. She has had recurrent fever blisters and her HCP has given her a 
prescription for Valcyclovir and she takes that at the onset of fever blisters and where she gets the 
fever blisters is constantly on the previous side where she had bell's palsy and was in the same 
spot on her left side of her lip. States the Valcyclovir she has was one gram tablets and she takes 


This is a spontaneous report from a contactable consumer (patient). A 48-year-old female patient 

received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection), via an 

unspecified route of administration, administered in left arm on 23Apr2021 01:00 (Batch/Lot 

Number: EW0164) (at the age of 48 years old) at 1st dose, single for COVID-19 immunization. 

Medical history included low iron, Bell's palsy in Jan2020 and patient had no known allergies. The 
1316158-1 


one when she has a fever blister and one 12 hours later; states she has two prescriptions for the 
Valcyclovir and they are in orange pharmacy bottles with no lot numbers, expiry dates and NDC 
numbers and the other prescription for Valcyclovir is also 1 gram and she takes it three times per 
day now after this outbreak. The patient required a visit to the ER or medical doctor office. The 
outcome of the events was unknown. 


Symptoms Tete VAERS ID Adverse Event Description 


Left side of face froze up/Bell's palsy; This is a spontaneous report from a contactable consumer 
(patient). A 56-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, solution for injection), dose 1 via an unspecified route of administration on an 
COVID19 unspecified date (batch/lot number and expiry date not reported) as 1ST DOSE, SINGLE for 
BELL'S PALSY | VACCINE COVID-19 immunisation. The patient's medical history and concomitant medications were not 
(COVID19) reported. The patient experienced left side of face froze up/Bell's palsy on an unspecified date. The 
patient underwent lab tests and procedures which included test in the emergency room: unknown 
result on 24Apr2021. Therapeutic measures were taken as a result of left side of face froze 


up/Bell's palsy (unspecified medication). The patient has not recovered from the event. 


Information on the lot/batch number has been requested. 


COVID19 
BELL'S PALSY |VACCINE | 1316753-1 | Bells Palsy 
(COVID19) 


pt states on 5/4/21 her mouth was drooping and she couldn't shut her left eye. When she would 
drink, she would drool. Her condition did not improve so on 5/8/21 she went to Hospital. She had a 
COVID19 CT, no stroke detected. No lab work. She was diagnosed w/ Bells Palsy. She was prescribed a 
BELL'S PALSY |VACCINE | 1316820-1 | valacyclovir hcl 1gm, 1 tab every 12rs. She was released to FU w/ PCP. She saw her PCP, on 
(COVID19) 5/12/21. She was evaluated and told to continue her meds and come back on 6/1/21. Pt still has 
these symptoms, wears a patch on her at night and is using artificial tears. The right side of her 


face is stronger than her left now. 


; EOvID19 He presented to the ED with Bell's palsy on 5/12. He had left-sided facial drooping when he woke 

BELL'S PALSY | VACCINE Beni : ae ies : 
(COVID19) up at 6 am. He was hospitalized overnight for hospitalization and was started on prednisone. 
COVID19 

BELL'S PALSY | VACCINE 1317599-1 | Bells Palsy 
(COVID19) 
COVID19 

BELL'S PALSY | VACCINE 1317976-1 | Bell's palsy. 
(COVID19) 


COVID19 ; ; : i ; 
BELL'S PALSY | VACCINE | 1318028-1 Woke up April 30th and was unable to blink/close my right eye and right side of mouth. Went to 
(COVID19) ———— | the emergency room. they gave me a CT scan to rule out stroke and determined it was Bell's Palsy. 


COVID19 
BELL'S PALSY | VACCINE | 1318053-1 | High fever, muscle weakness, severe ear pain, paralysis of right side of face. 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE 


significant), CONDITION AGGRAVATED (another bell's palsy attack) (seriousness criterion medically 
significant), WEIGHT INCREASED (gain weight), AUTOIMMUNE DISORDER (autoimmune disease), 
the first episode of FOOT DEFORMITY (HAMMER TOES/KNOT UNDERNEATH THAT WAS PAINFUL 
AND IT WAS CURVED), SOMNOLENCE (SLEEPY FROM COVID SHOT/ SLEPT FOR TWO DAYS), 
LACRIMATION INCREASED (watering eyes), ECZEMA (eczema gotten really bad on hands and 
feet), HYPOAESTHESIA (FACE NUMB AND TINGLING), BONE DISORDER (bone disorder), PAIN IN 
EXTREMITY (sore arm), PARAESTHESIA (face tingling), NECK PAIN (neck pain/ hurting really bad 
and pulling on her neck), BACK PAIN (back pain/ hurting really bad and pulling on her neck and 
(COVID19) nose), MUSCULAR DYSTROPHY (muscular dystrophy), SPONDYLITIS (arthritis made back stiff), 
BONE PAIN (bones hurt really bad), the second episode of FOOT DEFORMITY (HAMMER 
TOES/KNOT UNDERNEATH THAT WAS PAINFUL AND IT WAS CURVED), LACRIMATION INCREASED 
(RIGHT EYE POURS WITH WATER), PAIN (PAIN DUE TO CHANGE OF WEATHER FROM NECK ALL 
THE WAY DOWN), INJECTION SITE INDURATION (Painful nodule), VACCINATION SITE 
INDURATION (ARM SORE WITH LITTLE KNOT FROM COVID SHOT), VACCINATION SITE PAIN 
(FIRST COVID VACCINE ARM SORE, SECOND COVID VACCINE ARM SORE) and FATIGUE (TIRED 
FROM COVID SHOT). At the time of the report, SYSTEMIC LUPUS ERYTHEMATOSUS (blood showed 


[symptoms | Vaccine |yaersro| adverse Event Description = 
Symptoms [symptoms | Vaccine |yaersro| adverse Event Description = Adverse Event Description 
back), SLUGGISHNESS (SLUGGISH AFTER SECOND VACCINE), PSORIASIS (psoriasis), SKIN 
lupus), BELL'S PALSY (BELLE PALSY ATTACK/DUE TO WEATHER), CONDITION AGGRAVATED 


face tingling; neck pain/ hurting really bad and pulling on her neck; back pain/ hurting really bad 
and pulling on her neck and back; SLUGGISH AFTER SECOND VACCINE; psoriasis; had bacteria on 
forehead and side of face; coughing from pollen; pollen allergy; sniffling and blowing her nose; 
muscular dystrophy; arthritis made back stiff; bones hurt really bad; HAMMER TOES/KNOT 
UNDERNEATH THAT WAS PAINFUL AND IT WAS CURVED; RIGHT EYE POURS WITH WATER; PAIN 
DUE TO CHANGE OF WEATHER FROM NECK ALL THE WAY DOWN; Painful nodule; ARM SORE WITH 
LITTLE KNOT FROM COVID SHOT; FIRST COVID VACCINE ARM SORE, SECOND COVID VACCINE 
ARM SORE; TIRED FROM COVID SHOT; another bell's palsy attack; gain weight; autoimmune 
disease; HAMMER TOES/KNOT UNDERNEATH THAT WAS PAINFUL AND IT WAS CURVED; SLEEPY 
FROM COVID SHOT/ SLEPT FOR TWO DAYS; watering eyes; eczema gotten really bad on hands 
and feet; FACE NUMB AND TINGLING; bone disorder; sore arm; blood showed lupus; BELLE PALSY 
ATTACK/DUE TO WEATHER; flu; sinus infection; This spontaneous case was reported by a physician 
and describes the occurrence of SYSTEMIC LUPUS ERYTHEMATOSUS (blood showed lupus), BELL'S 
PALSY (BELLE PALSY ATTACK/DUE TO WEATHER) and CONDITION AGGRAVATED (another bell's 
palsy attack) in a 54-year-old female patient who received mRNA-1273 (Moderna COVID-19 
Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed 
below. Co-suspect products included non-company products ADALIMUMAB (HUMIRA) injection, 
solution for Psoriatic arthritis, Psoriasis and Rheumatoid arthritis and PREDNISONE for an unknown 
indication. Concurrent medical conditions included Brain inflammation (inflammation from fluid on 
the brain.) since 1983, Smoker (One pack a day.) and Abstains from alcohol. Concomitant products 
included DUPILUMAB (DUPIXENT) for an unknown indication. In 2019, the patient started 
ADALIMUMAB (HUMIRA) (Subcutaneous) 40 milligram once a week. On an unknown date, the 
patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage 
form and PREDNISONE (unknown route) dosage form. In December 2000, the patient experienced 
SINUSITIS (sinus infection). In December 2020, the patient experienced INFLUENZA (flu). In 
February 2021, the patient experienced BELL'S PALSY (BELLE PALSY ATTACK/DUE TO WEATHER) 
(seriousness criterion medically significant). On an unknown date, the patient experienced 
BACTERIAL INFECTION (had bacteria on forehead and side of face), ALLERGIC COUGH (coughing 
1319840-1 
(another bell's palsy attack), AUTOIMMUNE DISORDER (autoimmune disease), LACRIMATION 


SYSTEMIC LUPUS ERYTHEMATOSUS (blood showed lupus) (seriousness criterion medically 

from pollen), SEASONAL ALLERGY (pollen allergy), RHINORRHOEA (sniffling and blowing her 
INCREASED (watering eyes), ECZEMA (eczema gotten really bad on hands and feet), 
HYPOAESTHESIA (FACE NUMB AND TINGLING), BONE DISORDER (bone disorder), PARAESTHESIA 
(face tingling), NECK PAIN (neck pain/ hurting really bad and pulling on her neck), BACK PAIN 
(back pain/ hurting really bad and pulling on her neck and back), ALLERGIC COUGH (coughing 
from pollen), SEASONAL ALLERGY (pollen allergy), RHINORRHOEA (sniffling and blowing her 
nose), MUSCULAR DYSTROPHY (muscular dystrophy), SPONDYLITIS (arthritis made back stiff), 
BONE PAIN (bones hurt really bad), the last episode of FOOT DEFORMITY (HAMMER TOES/KNOT 
UNDERNEATH THAT WAS PAINFUL AND IT WAS CURVED), LACRIMATION INCREASED (RIGHT EYE 
POURS WITH WATER), PAIN (PAIN DUE TO CHANGE OF WEATHER FROM NECK ALL THE WAY 
DOWN) and INJECTION SITE INDURATION (Painful nodule) had not resolved, WEIGHT INCREASED 
(gain weight) outcome was unknown, SOMNOLENCE (SLEEPY FROM COVID SHOT/ SLEPT FOR TWO 
DAYS), PAIN IN EXTREMITY (sore arm), SLUGGISHNESS (SLUGGISH AFTER SECOND VACCINE), 
VACCINATION SITE INDURATION (ARM SORE WITH LITTLE KNOT FROM COVID SHOT), 
VACCINATION SITE PAIN (FIRST COVID VACCINE ARM SORE, SECOND COVID VACCINE ARM 
SORE) and FATIGUE (TIRED FROM COVID SHOT) had resolved and INFLUENZA (flu), SINUSITIS 
(sinus infection), PSORIASIS (psoriasis) and SKIN BACTERIAL INFECTION (had bacteria on 
forehead and side of face) was resolving. DIAGNOSTIC RESULTS (normal ranges are provided in 
parenthesis if available): On an unknown date, Blood test: lupus (normal) lupus. On an unknown 
date, Body mass index increased: weight gain (Inconclusive) weight gain. On an unknown date, X- 
ray: lupus (Inconclusive) lupus. The action taken with MRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) was unknown. For mMRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the 
reporter did not provide any causality assessments. Treatment information was not reported. Very 
limited information regarding these events have been provided at this time. at therapy date and 
onset of the events is lacking as events are confounded by the concomitant medication-Humira. 
Additional information has been requested This case was linked to MOD-2021-104950 (E2B Linked 
Report).; Sender's Comments: Very limited information regarding these events have been provided 
at this time. at therapy date and onset of the events is lacking as events are confounded by the 


concomitant medication-Humira. Additional information has been requested MOD-2021- 
104950:Same patient, 2nd dose 


Symptoms ees VAERS 1D Adverse Event Description 


severe facial paralysis; This is a spontaneous report from a contactable consumer. A 66-years-old 

male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 1 via an 

unspecified route of administration, administered in left arm on O5Apr2021 14:00 (Batch/Lot 

Number: EWO150) as single dose for covid-19 immunisation. The patient medical history and 

concomitant medications were not reported. The patient did not receive any other vaccines within 

4 weeks prior to the COVID vaccine. Prior to vaccination, the patient was not diagnosed with 
1320020-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID-19. Since the vaccination, the patient has not been tested for COVID-19. Other vaccine 
same date with lot number=EW0170, dose number=2, right arm. The patient stated 9 days later, 
on 14Apr 12:00 PM, I woke up with severe facial paralysis... I had to go to the ER immediately to 
determine if I was having a silent stroke, MRI result determine it was Bells Palsy... despite the 
adverse affect doctors still advised that it was safe for me to take the 2nd shot. Was diagnosed 
with prednisone to treat Bells Palsy. Doctor or other healthcare professional office/clinic visit and 
emergency room/department or urgent care visit. Facility where the most recent COVID-19 vaccine 
was administered was other. Treatment received as prednisolone. Outcome was not recovered. The 
case reported as non serious. 


eyes are watery, more on the right, top to bottom feels numb/paralyzed type feeling. Seems to be 
a Bell's palsy type symptom but no drooping; Right side of my face is numb; eyes are watery, 
more on the right, top to bottom feels numb/paralyzed type feeling.; eyes are watery, more on the 
right, top to bottom feels numb/paralyzed type feeling.; This is a spontaneous report from a 
contactable consumer (patient). A 39-year-old male patient received his first dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 MRNA VACCINE, Lot Number: Er8733), via an unspecified route of 
administration at age of 39-year-old at arm right on 14Apr2021 12:15 at single dose for COVID-19 
COVID19 immunization. Medical history included high blood pressure. Prior to vaccination, the patient wasn't 
BELL'S PALSY |VACCINE | 1320042-1 | diagnosed with COVID-19. Concomitant medications included hydrochlorothiazide, clomifene 
(COVID19) citrate (CLOMID), men's multivitamin, gluco, received within 2 weeks of vaccination. The patient 
didn't receive any other vaccines within 4 weeks prior to the COVID vaccine. On 17Apr2021 10:00, 
right side of his face was numb, eyes are watery, more on the right, top to bottom feels 
numb/paralyzed type feeling. Seems to be a Bell's palsy type symptom but no drooping. The 
adverse events result in doctor or other healthcare professional office/clinic visit. The adverse 


events result in Emergency room/department or urgent care. The patient underwent lab tests 
included Curative testing (covid tested): negative on 19Apr2021. The patient was given allergy 
steroids for events. The outcome of events was recovering. 


This is a spontaneous report received from a contactable consumer (patient). A 65-year-old male 
patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) Lot number 
ER8731, on 16Apr2021 13:30 at single dose in left arm for COVID-19 immunization. Medical 
COVID19 history included high blood pressure. The patient was not diagnosed with COVID-19 Prior to 
1320095-1 


BELL'S PALSY | VACCINE vaccination. The patient had not been tested for COVID-19 Since the vaccination. Concomitant 
(COVID19) medication was none. The patient did not receive any other vaccines within 4 weeks prior to the 
COVID vaccine. The patient developed Bell's Palsy confirmed in ER on 18Apr2021 14:30. The event 
resulted in Doctor or other healthcare professional office/clinic visit and Emergency 
room/department or urgent care. Treatment received for the event included steroids & antivirals. 
The outcome of the event was resolving. 


not been tested for COVID-19. There is no COVID prior vaccination, no COVID tested post 
vaccination, no known allergies. The outcome of the events was not recovered. No follow-up 
attempts are needed. No further information is expected. 


Diagnosed with Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 
45-year-old male patient received bnti62b2 (BNT162B2), dose 1 via an unspecified route of 
administration, administered in Arm Left on 13Apr2021 15:00 (Lot Number: ER8737) as single 
dose for covid-19 immunisation. Medical history included ongoing high blood pressure. There were 
COVID19 no known allergies. Concomitant medications included omeprazole; tizanidine; meloxicam and 
1320113-1 


left eye tingling and not able to close with Left side mouth not able to close; left eye tingling and 
not able to close with Left side mouth not able to close; loss of taste of left side of tongue; Bell's 
palsy symptoms; Cold with light sneezing; Cold with light sneezing; This is a spontaneous report 
from a contactable consumer (patient). A 35-year-old male patient received bnt162b2 (PFIZER- 
BIONTECH COVID-19 VACCINE, lot number: ER8737), dose 2 via an unspecified route of 
administration, administered in left arm on O6Apr2021 15:00 as 2nd dose, single for covid-19 
immunisation. The patient medical history and concomitant medications were not reported. The 
patient previously received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot 
COVID19 number: EP6955) administered in left arm on 16Mar2021 18:30 for COVID-19 Immunization. Cold 
BELL'S PALSY | VACCINE | 1320101-1 with light sneezing developed on 27Apr2021 and Bell's palsy symptoms developed from 28Apr2021 
(COVID19) ~~ | around night before bed (22:45). On 29Apr2021, left eye tingling and not able to close with Left 
side mouth not able to close and loss of taste of left side of tongue. Doctor diagnosed on 
30Apr2021 that it is early stages of Bell's palsy could be due to vaccine or shingles. No symptoms 
of shingles. The patient did not receive any other vaccines within 4 weeks prior to the COVID 
vaccine. The adverse event result in doctor or other healthcare professional office/clinic visit. The 
patient received treatment (Bell's Palsy along with Shingles) for the adverse event. Prior to 
vaccination, the patient was not diagnosed with COVID-19. Since the vaccination, the patient has 


BELL'S PALSY | VACCINE 
(COVID19) 


metoprolol all taken for an unspecified indication, start and stop date were not reported. The 
patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. Prior to 
vaccination, the patient was not diagnosed with COVID-19 and since the vaccination, the patient 
has not been tested for COVID-19. The patient was diagnosed with bells palsy on 26Apr2021 
08:00 with outcome of recovering. The event resulted in Doctor or other healthcare professional 
office/clinic visit. 


Bell's palsy; metallic, numb sensation on end of tongue; metallic, numb sensation on end of 
tongue; This is a spontaneous report received from a contactable consumer (patient). A non- 
pregnant 50-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), 
via an unspecified route of administration in left arm on O8Apr2021 at 09:45 AM (at the age of 50 
years old) (Lot Number: ew0162, unknown expiration) as 1st dose, single for COVID-19 
immunization. Medical history included chronic atopic dermatitis, mild asthma, sulfa allergies, latex 

COVID19 allergies, allergies of peanuts and almond, banana peel allergies, allergy to tomatoes, sesame 

BELL'S PALSY | VACCINE | 1320132-1 | allergy, and shrimp allergy. Concomitant medications included dupilumab (DUPIXENT); hydroxyzine 

(COVID19) hcl; and ibuprofen. The patient experienced metallic, numb sensation on end of tongue and Bell's 
palsy on 23Apr2021. The events resulted in emergency room/department or urgent care visit. The 
patient received prednisone and valacyclovir as treatment for the events. No other vaccine in four 
weeks. The patient has no COVID prior to vaccination and was not tested for COVID post 


vaccination. The patient did not receive any other vaccines within 4 weeks prior to the COVID 
vaccine. The patient had not yet recovered from the events. No follow-up attempts are possible. 


NO Tu er information IS expected. 


boni Adverse Event Description 


Palsey on left side. Watering left eye. Numbness on left side around mouth and cheek.; Palsey on 
left side. Watering left eye. Numbness on left side around mouth and cheek.; Palsey on left side. 
Watering left eye. Numbness on left side around mouth and cheek.; This is a spontaneous report 
from a contactable consumer (patient). A 51-year-old male patient received BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE, solution for injection), dose 2 via an unspecified route of 
administration, administered in right arm on 29Mar2021 10:00 (Batch/Lot number was not 
reported) at the age of 51 years old, as 2ND DOSE, SINGLE for COVID-19 immunisation. Medical 

COVID19 history included mitral valve prolapse. Concomitant medication included warfarin taken for an 

BELL'S PALSY | VACCINE | 1320134-1 | unspecified indication, start and stop date were not reported. The patient previously took 

(COVID19) doxycycline hydrochloride (DOXYCYCLIN) and experienced allergy. The patient previously received 
first dose of bnt162b2 on O9Mar2021 09:00 AM at the age of 51 years old for COVID-19 
immunization (vaccine location: right arm). No other vaccines received within 4 weeks prior to 
COVID vaccine. On O5Apr2021 07:00, the patient experienced Palsy (palsey) on left side, watering 
of left eye and numbness on left side around mouth and cheek. No treatment was received for the 
adverse events. The patient recovered from all the events on unspecified date. The patient was not 
diagnosed with COVID-19 prior to vaccination. The patient has not been tested for COVID-19 since 
the vaccination. Information on the lot/batch number has been requested. 


Three weeks after my second shot, I developed Bells palsy, and virus attacked right side of my 
face; virus attacked right side of my face; This is a spontaneous report received from a contactable 
consumer (patient). A 60-years-old male patient received second dose bnti62b2 (PFIZER COVID- 
19 VACCINE), via an unspecified route of administration on O3Apr2021 15:15 (Batch/Lot number 
was not reported) at single dose for COVID-19 immunization. Medical history included meniere's 
disease from Oct2020 to an unknown date. There was no known allergy. The patient's concomitant 
medications were not reported. The patient previously received first dose bnt162b2 (PFIZER 
COVID-19 VACCINE), on 13Mar2021 (Batch/Lot number was not reported) at single dose for 
COVID19 COVID-19 immunization and experienced vertigo. Three weeks after his second shot, the patient 
BELL'S PALSY |VACCINE | 1320145-1 | developed Bells palsy, and virus attacked right side of his face at 27Apr2021 07:30 AM. These 
(COVID19) events resulted in: Doctor or other healthcare professional office/clinic visit, Emergency 
room/department or urgent care. This event did not result in death, cause/prolonged 
hospitalization, was not life threatening, disabling/incapacitating, congenital anomaly/birth defect. 
Treatment for the events included Zaltrex - antivirus, Prednisone. The patient did not have covid 
prior vaccination. The patient was covid tested post vaccination. The patient did not receive any 
other vaccines within 4 weeks prior to the COVID vaccine. Facility where the most recent COVID- 


19 vaccine was administered was Pharmacy or Drug Store. The outcome of the events was not 
recovered. No follow-up attempts are needed; information about lot/batch number cannot be 
obtained. 


She got admitted to the hospital for stroke like symptoms. The doctors diagnosed her with Bells 

Palsy. The doctors told her that the Bells Palsy was probably from the covid vaccine.; This is a 

spontaneous report from a contactable consumer or other non hcp (Patient). A 34-year-old female 

patient received bnt162b2 (PFIZER COVID 19 VACCINE), dose 1 via an unspecified route of 

administration, administered in Arm Left on 27Mar2021 between 9:00-10:00 (Lot Number: 

EP7534) as single dose for covid-19 immunisation at the age of 34-year-old. No additional vaccines 
1320147-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


administered on the same date. There is no medical history of patient and family and no 
concomitant medications. The patient got admitted to the hospital for stroke like symptoms. The 
doctors diagnosed her with bells palsy. The doctors told her that the bells palsy was probably from 
the covid vaccine. The event started on 13Apr2021 with outcome of recovering. The patient went 
to the emergency room and physician office for the event and was hospitalized for the event from 
13Apr2021 to 15Apr2021. Everyone in the hospital did not know if she should get the second dose 
of the covid vaccine. She sucked it up and got the second dose of the covid vaccine on 
17Apr2021(Lot number: ER8737) at about 10:30 in left arm.. No follow-up attempts are needed. 
No further information is expected. 


Bell's palsy; After second shot, 102 fever for 76 hours; vomiting; diarrhea; This is a spontaneous 
report from a contactable consumer (patient) reported for herself. A 36-year-old female patient 
received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) (batch/lot 
number: unknown) via an unspecified route of administration on 12Mar2021 (36-year-old at 
vaccination) at a single dose for COVID-19 immunisation. Medical history was reported as the 
patient did not test positive for COVID, but did have a respiratory illness preceding the bell's palsy. 
Known allergies: sulfa and tetracycline. The patient did not receive any other vaccines within 4 
1320171-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


weeks prior to the COVID vaccine. Medications the patient received within 2 weeks of vaccination 
was reported as none. The patient was not pregnant at time of vaccination. The patient 
experienced adverse events after second shot, was reported as 102 fever for 76 hours, vomiting 
and diarrhea; all with onset date in 2021. On 30Apr2021, the patient was diagnosed with bell's 
palsy in emergency room. She was not sure that they were related, just reporting for your tracking 
purposes. The adverse event result in emergency room/department or urgent care. Treatment 
received for the adverse event included steroids. Prior to vaccination, the patient was not 
diagnosed with COVID-19. Since the vaccination, the patient had not been tested for COVID-19. 
The outcome of events was not resolved. Follow-up attempts are needed. Further information is 
expected. 


Bells Palsy; Facial numbness and drooping left side. Eye, cheek, lips.; This is a spontaneous report 
from a contactable nurse. A 49-year-old male patient received BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE), dose 2 via an unspecified route of administration, administered in Arm Left 
on 11Jan2021 15:00 (Batch/Lot Number: EK4176) as 2nd dose, single for COVID-19 
immunization. The patient had no medical history. The patient's concomitant medications were not 
reported. The patient previously took the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE) on 21Dec2020 15:30 in the left arm (lot number: EH9899). The patient did not receive 
any other vaccines within 4 weeks prior the COVID vaccine. The patient experienced Facial 
COVID19 numbness and drooping left side. Eye, cheek, lips; had Bells Palsy on 30Apr2021 11:00 which 
BELL'S PALSY | VACCINE | 1320174-1 resulted a visit in the emergency room or urgent care. Steroids and acyclovir were taken as 
(COVID19) ~~~ | treatment for the events. The patient was not diagnosed with COVID prior vaccination and has not 
been tested after vaccination. The outcome of the event was unknown. The event Bells Palsy was 
assessed as serious- medically significant.; Sender's Comments: Based on the information 
currently available, a possible contributory role of the suspect drug in the reported serious event 
cannot be completely ruled out given the known suspect drug profile and/or implied temporal 
association. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated 


as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate 
data for adverse events. Any safety concern identified as part of this review, as well as any 
appropriate action in response, will be promptly notified to the Authorities, Ethics Committees and 


Vaccine m 
Symptoms Type Adverse Event Description 


Bells Palsy; This is a spontaneous report from a contactable consumer. This consumer reported 
same event for three patients. This is the first of three reports. A patient of unspecified age and 
gender received BNT162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; Lot Number: 
UNKNOWN), via an unspecified route of administration on an unspecified date as a single dose for 
COVID-19 immunization. The patient's medical history and concomitant medications were not 
COVID19 : : 1 : 
BELL'S PALSY |VACCINE | 1320317-1 reported. On an unknown date, the patient experienced Bell's palsy. The outcome of Bell's palsy 


(COVID19) “~~ | was unknown. The lot number for the vaccine, BNT162B2, was not provided and will be requested 
during follow up. Follow-up (O6May2021): This is a follow-up report to notify that the case 
2021345756 and case 2021507291 are duplicates. All subsequent follow-up information will be 
reported under Manufacturer report number 2021507291. ; Sender's Comments: Linked Report(s) 
: US-PFIZER INC-2021345757 same reporter, product, and event; different patient.; US-PFIZER 
INC-2021345758 same reporter, product, and event; different patient. 


Bell's palsy; This is a spontaneous report from a contactable consumer (patient). A 37-year-old 
male patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, 
Batch/Lot number was not reported) via an unspecified route of administration, in arm left, on 
O8Apr2021 16:00 (at the age of 36-year-old), at single dose, for COVID-19 immunization. Medical 
history included cholesterol, anxiety, depression, and Barrera esophagus. No known allergies. 
COVID19 Concomitant medications included unspecified medication (patient received other medications 
1320333-1 


BELL'S PALSY | VACCINE within 2 weeks of vaccination). The patient previously received 1st dose of BNT162B2 for Covid-19 
(COVID19) immunization, in left arm. The patient experienced Bell's palsy a month after 2nd shot on 

03May2021, and received Steroids and antivirus medicine as treatment. The event caused Doctor 
or other healthcare professional office/clinic visit and Emergency room/department or urgent care. 
The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. Patient 
did not have Covid prior vaccination. On 04May2021, patient had negative Covid test post 
vaccination with Nasal swab. The outcome of the event was recovering. Information on the 
lot/batch number has been requested. 


Bell's Palsy; This is a spontaneous report from a non-contactable consumer (patient). A 34-year- 
old female patient (not pregnant) received 2nd dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, Solution for injection) via an unspecified route of administration, administered in left 
arm at the age of 34-year-old on 04Apr2021 15:00 (Batch/Lot Number: Unknown) as single dose 
for covid-19 immunization. Medical history included asthma, pernicious anaemia, Polycystic ovarian 
syndrome, Hashimots thyroiditis, Atopic dermatitis. The patient's concomitant medications were 
COVID19 not reported. The patient previous took first dose of BNT162B2 (PFIZER-BIONTECH COVID-19- 
BELL'S PALSY | VACCINE | 1320339-1 VACCINE) at the age of 34-year-old on 07Mar2021 15:00 at left arm for COVID-19 Immunization. 
(COVID19) 7 The most recent COVID-19 vaccine was administered at Hospital. No other vaccines within 4 weeks 
prior to the COVID vaccine received by patient, other medications the patient received within 2 
weeks of vaccination confirmed yes but not specified and stated more than there was room for 
here. The patient experienced bell's palsy on 04May2021 12:00. The event resulted in Emergency 
room/department or urgent and Doctor or other healthcare professional office/clinic visit, no 


treatment received. The patient was not diagnosed with COVID-19 prior to vaccination and has not 
been tested for COVID-19 since the vaccination. The outcome of the event was recovering. No 
follow-up attempts are possible. Information about batch/lot number can not be requested. 


Diagnosed with Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 
46-year-old male patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) 
via an unspecified route of administration, administered in arm right on 23Apr2021 18:00 (at the 
age of 46-year-old) (Lot Number: EW0170) as single dose for covid-19 immunisation. The patient's 
COVID19 medical history was not reported. Concomitant medications was none. The patient did not receive 
1320360-1 


BELL'S PALSY | VACCINE any other vaccines within 4 weeks prior to the COVID vaccine. No other medications the patient 
(COVID19) received within 2 weeks of vaccination. Prior to vaccination, the patient was not diagnosed with 
COVID-19. Since the vaccination, the patient had not been tested for COVID-19. The patient was 
diagnosed with bells palsy on 04May2021 08:00. The event resulted in doctor or other healthcare 
professional office/clinic visit. Therapeutic measures were taken as a result of diagnosed with bells 
palsy, medication steroid and antiviral were used. Event outcome was not recovered. 


Bell's Palsy; The patient was pregnant at the time of vaccination/Delivery date would be on 
06Jun2021; This is a spontaneous report from a contactable consumer (patient). A 44-year-old 
female patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an 
unspecified route of administration, in right arm, on 24Mar2021 (Lot Number: ER8132, at the age 
of 44-year-old) as single dose, for covid-19 immunization. The patient medical history was not 
reported. Concomitant medication included ascorbic acid, betacarotene, calcium sulfate, 
colecalciferol, cyanocobalamin, ferrous fumarate, folic acid, nicotinamide, pyridoxine hydrochloride, 

COVID19 retinol acetate, riboflavin, thiamine mononitrate, tocopheryl acetate, zinc oxide (PRENATAL 

BELL'S PALSY | VACCINE | 1320363-1 VITAMINS). Patient previously took first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 

(COVID19) ~~ | VACCINE), via an unspecified route of administration, administered in right arm on 03Mar2021 (Lot 
Number: EN6199, at the age of 44-year-old) as single dose for covid-19 immunization and 
experienced pregnant at the time of vaccination. The patient was pregnant at the time of 
vaccination. Gestation period was 30. Delivery date would be on 06Jun2021. The patient 
experienced bell's palsy on O8May2021. Patient visited doctor or other healthcare professional 
office/clinic, emergency room/department or urgent care due to the event. Treatment included 


steroid prescription. Patient did not have Covid prior vaccination and did not have Covid tested 
post vaccination. Patient had no other vaccine in four weeks. The outcome of the event Bell's Palsy 
was recovering. 


Diagnosed with Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 

43-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), second 

dose via an unspecified route of administration at the age of 43-year-old administered in left arm 

on 24Mar2021 18:00 (Lot Number: ER8730) as single dose for covid-19 immunisation. The patient 

previously took the first dose of BNT162B2 and administered in left arm at the age of 43-year-old 
1320370-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


on 24Feb2021 18:00 (Lot Number: EL9261) for covid-19 immunisation. Medical history included 
hypertension. No known allergies. Concomitant medication included bisoprolol fumarate, 
hydrochlorothiazide (ZIAC). The patient did not receive any other vaccines within 4 weeks prior to 
the COVID vaccine. The patient was diagnosed with bell's palsy on 06May2021 05:00. Event 
resulted in doctor or other healthcare professional office/clinic visit and emergency 
room/department or urgent care. The patient did not have Covid prior vaccination and did not have 
Covid tested post vaccination. Therapeutic measures were taken as a result of diagnosed with 
bell's palsy as treatment of antiviral and steroids. The outcome of the event was recovering. 


Symptoms ees VAERS 1D Adverse Event Description 
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(COVID19) 
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1320377-1 


1320725-1 


1320868-1 
1321627-1 


1321979-1 
1322037-1 
1322288-1 


1322378-1 


1322796-1 


1322975-1 


Face was paralyzed/Bells palsy; Tongue felt fat and my lips numb; This is a spontaneous report 
from a contactable consumer (Patient, self-reported). A 59-years-old male patient received 
bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, Solution for injection, Batch/Lot 
Number: ER8736), dose 1 via an unspecified route of administration, administered in Arm Right on 
17Apr2021 10:30AM, as 1ST DOSE, SINGLE for covid-19 immunization. Patient did not have 
medical history and no known allergy. Concomitant medication's included meloxicam and 
Multivitamins. Patient did not receive other vaccine in four weeks of vaccination. Patient was not 
diagnosed with COVID-19, prior vaccination. Patient has not been tested for COVID-19, post 
vaccination. On 02May2021, (reportedly patient stated that, 8 days after the vaccination), his 
tongue felt fat, and had lips numb. 2 days later symptoms spread. By Wednesday 05May2021 his 
face was paralyzed. He went to my physician the next morning and was told he have Bell's palsy. 
Patient states that, my face may never be normal again. AE resulted in Doctor or other healthcare 
professional office/clinic visit, Disability or permanent damage. Therapeutic measures were taken 
as a result of adverse events as prednisone 20 mg twice a day. Outcome of the events was not 
recovered. 


Received the 2nd vaccine 4/15/21 I had fever, muscle aches, chills, fatigue, headache for 2 days. 
On 5/9/2021 I had a Bell?s palsy episode never had any issue like this before. I did go to my local 
er expressed my concerns this was a reaction to the vaccine but that was blown off. 


Bell's Palsy 


BELL'S PALSY LIKE SYMPTOMS-TINGLING AND NUMBNESS ON RIGHT SIDE OF FACE, MOUTH, 
TONGUE, NOSE WITHOUT DROOPING. BELL'S PALSY WAS RULED OUT AT EMERGENCY DEPT. PT 
ALSO EXPERIENCED A HYPERTENSIVE EVENT (BP 210/110) ALSO MONITORED AT EMERGENCY 
DEPT. 


Bell's Palsy 


Bell's palsy 


I woke up the morning of May 14, 2021 and my right side of my face was drooping and I had a 
throbbing pain in my right eye. I couldn't eat, or drink right. I was rushed to the hospital because I 
thought I was having a stroke. I was met in the emergency room with 2 stroke nurses and a 
doctor and then was taken to get a CT Head WO Cont. I was diagnosed with Bell's Palsy with no 
other symptoms 


Pt came in to let us know that he had numbness on left side of face, he stated he went to ER and 
they diagnosed him as having Bells Palsy. This has affected his entire left side of face and his eye. 


Bells Palsy 2 days after second dose of Pfizer vaccine 


Bell?s Palsy presented <=1 month from initial (1st) dose of Modern?s vaccination 


The next day, fatigue and headache. On the second day, flare up and become numb on the right 
side of the head. Dizziness and vertigo after 7 days. Bell's Palsy after 8 days. 


pt went to urgent care due to Bells palsy 7 days post vaccine, they informed her to report to 
pharmacy so that we could report reaction to vaccine 


I developed Bell?s Palsy on the right side of my face. This has never happened before and I have 
not had chicken pox, shingles, or any recent viral infection that could have caused this. 


4 days after receiving vaccine mother states daughter had Bell's Palsy type of symptoms; mouth 
disfigured(pulled to right) and one side of eye orbit lifted and the other drooping. 


Mother states approx. 2 days after receiving vaccine patient had following symptoms similar to his 
sister that received vaccine on 5/2/21: Bell' Palsy type of symptoms: disfigured mouth pulled to 
right and one side of eyelid raise/and other side drooping. Mother states his getting a little better. 
Unable to talk to him/left msg. 


Bell?s Palsy like symptoms (specifically droopy eye on vaccine injection side) 


Bell's Palsy 


"By evening of COVID vaccination (=2nd dose), pt noted new L sided facial numbness. 3-4 days 
later, woke with focal L sided headache. Went to ED. Facial numbness was still present at L 
periorbital/cheek/ear/roof of the mouth. No facial weakness. In ED, CT head was negative. Was 
diagnosed with ""atypical Bell's Palsy"". Rx'd Prednisone 40 mg qd x 5 days to take only if sxs 
worsened, pt did not take this. Headache subsided within 24 more hours. Still with L facial 
numbness at time of virtual visit with me 4/28/21. Pt had had MRI of the brain 3/31/21 for other 
purposes and declined further imaging at that time. Recommendations were made for MRI/MRA 
brain and for Neurology evaluation." 


bells palsy - treating with valacyclovir and prednisone 


Day after: chills, fatigue, bodyaches 3 weeks after: bells palsy 


BELLS PALSY SX 


oo ff RL a ee ë 
Symptoms tie De Adverse Event Description 


COVID19 
BELL'S PALSY | VACCINE Bell's Palsy, numbness and paralysis on right side of face, severe headaches 

(COVID19) 

CoOVvID19 Bell's Palsy started on 5/13 after vaccination on 5/10. Subtle ptosis progressed to facial nerve 
BELL'S PALSY |VACCINE aralysis by 5/16/21 ' 

(COVID19) pale 

COVID19 Developed ear pain evening of 4/21/2021 (side unknown), ear pain continued and worsened. Early 
BELL'S PALSY | VACCINE | 1323775-1 | AM on 04/25/2021, developed facial drooping on same side as ear pain. Medical exam consistent 

(COVID19) with Bell Palsy. Grade !!!.Valtrex was prescribed along with eye drops. 

COVID19 
BELL'S PALSY | VACCINE throwing up, diarrhea, constipated, weight loss, hair loss, belle palsy, high blood pressure 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE 

(COVID19) 


54-year-old female with past medical history of hypothyroidism, vitamin D deficiency presenting to 
the emergency room with bilateral paresthesias of foot and hand. Patient had received her first 
more Darner vaccine 3 weeks prior to presentation. Patient was also noted to have left facial droop 
and loss of sensation on the anterior tongue. Patient does report a prior history of cold sores on 
her mouth. She was seen by neurologist outpatient where she underwent nerve conduction studies 
which showed delayed and prolonged F waves consistent with a diagnosis of Guillain Barre room. 
Patient underwent a lumbar puncture which revealed markedly elevated protein with very few 
WBCs consistent with albumin cytologic dissociation. Patient was started on IVIG for 5 days per 
COVID19 neurology's recommendations. Patient reported improvement in her paresthesias prior to 
BELL'S PALSY 


headache and back and bilateral hip pain after vaccination that lingered for a month, followed by 
left sided bell's palsy on 4/30 (26 days after injection) that was mild, and resolved with prednisone 


VACCINE | 1323995-1 | discharge. Patient was also diagnosed with having Bell's palsy and started on valacyclovir and 
(COVID19) prednisone per infectious disease consultation recommendations. Patient underwent an MRI brain 
being administered on 12/28/2020 and suspected diagnosis of Bell's Palsy on 1/13/2021 it is 


which revealed prior trauma/cortical contusion, and mild multiple nonspecific periventricular deep 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
unclear if the two events are related." 


white matter foci of abnormal signal intensity, and no MR evidence of acute infarct. Also underwent 
COVID19 
BELL'S PALSY | VACCINE Bell's Palsy 
(COVID19) 


"This is a Healthcare employee working at a facility, divested this center and it is under new 
management. Previously on 12/1/2020 PT was diagnosed as COVID-19 positive, remained 
asymptomatic and returned to work on 12/11/2020. On 12/28 administered the vaccine at a 
workplace clinic . 4 days post-immunization on 12/31/2020 PT reported feeling ""unwell' to his 
direct supervisor and was sent home. On 1/4/2021 PT reported to his supervisor that he had gone 
to the hospital due to having a fever and shortness of breath, he was tested for COVID at that time 
and was negative. PT returned home. On 1/13/2021 the center received a call from PT mother 
reporting that her son had returned to the hospital on the evening of 1/12/2021. Per his mother, 
PT was attempting to drink from a straw, but was unable to and had noted a facial droop. When he 
arrived at the hospital he was diagnosed with ""suspected Bell's Palsy"". Due to the immunization 


an MRI cervical spine which revealed multilevel cervical enthesopathy with moderate to severe 
COVID19 
BELL'S PALSY | VACCINE Facial paralysis/Bell's Palsy 

(COVID19) 


right C4-C5, left C5-C6 and left C6-7 foraminal stenoses. MRI lumbar spine also reviewed revealed 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


moderate bilateral facet arthropathy at L4-L5 and L5-S1. Thoracic spine MRI was unremarkable. 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Patient's paresthesias improved. Per neurology's recommendations, patient was discharged home 
to follow-up with neurology in 2 weeks outpatient. Patient was also instructed to follow-up with her 
primary care doctor in 2 to 3 days for hospital discharge follow-up. 
COVID19 
BELL'S PALSY | VACCINE 1326600-1 Bell's Palsy 
(COVID19) 
COVID19 Son states that on February 7th his mother developed shingles. On February 12th developed Bell's 
BELL'S PALSY |VACCINE 1326791-1 : . : P ve 
(COVID19) ———-— | Palsy. On May 15th at 9:00 PM his mother had a heart attack. Is recovering at healthcare facility. 
Bell's Palsy. Started feeling the numbness from the tongue on 5/15. On 5/16, back of the ear 
COVID19 started hurting, and feeling the differences of blinking between left and right eye at night. On 
BELL'S PALSY | VACCINE | 1326798-1 5/17, the left of the face paralyzed and unable to lift the left side of the lips or eyebrow completely, 
(COVID19) ~ | but still have can move a little bit. At evening on 5/17, went to Emergency Room. The ER did not 
run any diagostic test, only gave steroid and antivirul medicine. On 5/18, the symptoms got worse. 
Left eyebrow, lips are not moving any more. 
COVID19 Seen vmh ER 5/17/2021 , Bell's palsy, vaccine reaction, initial encounter, right facial droop, 
BELL'S PALSY | VACCINE | 1326898-1 | symptoms seem to be related to COVID vaccine, CT negative, suspected vaccine related Bells 
(COVID19) Palsy, had 2 tick bites and lymes checked - negative, supportive cares, stable on discharge. 
COVID19 
BELL'S PALSY |VACCINE | 1326968-1 Se ian utne BNE a headache 8 days post vaccine developed 
(COVID19) i y g ging 
COVID19 
BELL'S PALSY | VACCINE | 1327020-1 | Muscular Weakness Right side of Face (Bells Palsy), External Massage/Therapy 
(COVID19) 


COVID19 i , , 
BELL'S PALSY | VACCINE | 1327088-1 hE RE F, P aman sir aie ira on May 15th; went to Emergency Room at 
(COVID19) p y r g patsy. 
COVID19 
ELL'S PALSY | VACCINE | 1327413-1 | Bell's palsy started 5-6 days after dose #2 of Pfizer COVID vaccine. 


Bells Palsy, onset 5/16/2021. Treatment started with prednisone, unknown outcome at this time. 


ER gave me a antibiotic for Bell?s Palsy 


Adverse Event Description 


COVID19 1/20/21 CVS administered the vaccine at the center. 1/21/21 Employee called out for her shift, 
BELL'S PALSY |VACCINE | 1327664-1 | reporting left face drooping and has reached out to her PCP. Diagnosed by urgent care doctor with 


(COVID19) Bell's Palsy, taken out of work 1/21 through 1/24. 


COVID19 
BELL'S PALSY |VACCINE | 1327725-1 | Bell?s palsy. Drooping of mouth on right side 
(COVID19) 


mammal VACCINE 4327771-1 | Peadaches and muscle aches and pain in my joints bell palsy symptoms fatigue nausea throat 
(COVID19) == | inflamation 


COVID19 
BELL'S PALSY | VACCINE 5/2/21 BAD PAIN IN FACE, 5/4/21 WENT TO ER AND WAS DIAGNOSED WITH BELL'S PALSY 
(COVID19) 


BELL'S PALSY PENE 1328551-1 Slight Bell's palsy in left side of face; left side of face feels a bit numb/swollen/puffy and it takes 
(COVID19) ———-— | more effort to smile and talk out of left side of face 


COVID19 
BELL'S PALSY |VACCINE | 1328727-1 | Bell Palsy 
(COVID19) 


COVID19 Dizziness, tachycardia, bells palsy, neck pains, fainting,, fainting after eating, trouble speaking, 
BELL'S PALSY | VACCINE | 1328947-1 | swollen lymph nodes, dysautonomia , chest pain, anxiety, weird stretchy feeling in the neck, 


(COVID19) diarrhea like morning sickness, nausea, spasms in throat while speaking 


BELLS PALSY; INDEX AND MIDDLE FINGER NOT FUNCTIONING / BENDING PROPERLY; This 
spontaneous report received from a consumer concerned a male of unspecified age. The patient's 
weight, height, and medical history were not reported. The patient received covid-19 vaccine 
ad26.cov2.s (suspension for injection, route of admin not reported, batch number: Unk) dose was 
not reported, administered on 21-MAR-2021 for prophylactic vaccination. The batch number was 
not reported. The Company is unable to perform follow-up to request batch/lot numbers. No 
concomitant medications were reported. On 06-MAY-2021, the patient experienced index and 
1329090-1 


middle finger not functioning and not bending properly. On 07-MAY-2021, the patient experienced 
loss of facial muscle activity, loss of mouth muscle activity (Bells palsy) and was unable to suck on 
a straw. No medications were taken at that time. Patient consulted a health care provider who 
refereed a neurologist. The neurologists after seeing also referred the patient to the emergency 
department to get a computed tomography scan. The action taken with covid-19 vaccine 
ad26.cov2.s was not applicable. The patient had not recovered from bells palsy, and index and 
middle finger not functioning / bending properly. This report was serious (Other Medically 
Important Condition).; Sender's Comments: VO. 20210527130- Covid-19 vaccine ad26.cov2.s- 
Bell's palsy. This event(s) is considered unassessable. The event(s) has a compatible/suggestive 
temporal relationship, is unlabeled, and has unknown scientific plausibility. There is no information 
on any other factors potentially associated with the event(s). 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Numbness; Headache; Dizziness; extreme fatigue; muscle aches; she saw white flashes in front of 
the eyes; She got some bumps that are itchy on the ankle; Bell's palsy; facial paralysis; Lyme 
disease/had a bunch a symptom and flare up; Lyme disease/had a bunch a symptom and flare up; 
This is a spontaneous report from a contactable consumer (patient). A 60-year-old female patient 
received first dose bnt162b2 (BNT162B2), via an unspecified route of administration, administered 
in Arm Left on 15Apr2021 12:00 (Batch/Lot Number: EW0158) at single dose for COVID-19 
immunisation. Medical history included High Blood pressure, Chronic Lyme's Disease, Rocky 
mountain spotted fever, Psoriasis. She had Bells Palsy with her Lyme's disease 15 years ago. She 
also added that she was diagnosed about a year with rocky mountain spotted fever. Lyme's disease 
and rocky mountain spotted fever are both tick born diseases. She also had Bells palsy with the 
rocky mountain spotted fever. She had mild psoriasis, once a year she got little spots on both arms 
little patches of skin that were scaly, other then shots been. Concomitant medications included 
routine blood pressure medication .Patient stated she reported the side effects to the nurse on the 
other line. she wanted to know if you have information on the vaccine given to individual with 

COVID19 Lyme disease. she received the first shot of the Pfizer COVID-19 shot on 15Apr2021. she had a 

BELL'S PALSY | VACCINE | 1329428-1 bunch a symptom and flare up. she had facial paralysis which began 24 hours after receiving the 

(COVID19) “~~ | vaccine. she worried about getting my second shot. Patient also wanted some clarification on the 
reported Bell palsy post vaccination. Patient stated that she was calling about the covid vaccine, 
she had had chronic Lyme disease for a long time and when she got the vaccine it triggered a lot of 
old symptoms. She was trying to call doctor and health department. She was scheduled for the 
second dose on this coming Monday 03May2021. She wanted to question if there was research on 
people with Lyme's diseased. The symptoms she experienced was bells palsy, noticeable numbness 
in lips to nose to cheeks that occurred about an hour and a half after shot, the bells ballsy was in 
the center of her face clarifying on both sides of the face. She spoke for a living and her face went 
numb that didn't make sense. She also still had a headache for 2 weeks every day, she saw white 
flashes in front of the eyes, some dizziness, extreme fatigue, and muscle aches. She also went to 
the chiropractor once a week for back pain and it hadn't been helping. The Chiropractor said that a 
bunch of patients have been complaining since the shot that the chiropractic wasn't working as 
well. She got some bumps that are itchy on the ankle, no bugs are outside yet, it's a couple itchy 
bumps, she didn't know if it's related. Patient clarifies that the bumps she had was 1 on ankle and 
1 on hip, and 1 below belly button, it started a couple days ago. No follow-up attempts are needed. 
No further information is expected. 


developed Bell's Palsy on the right side of my face; This is a spontaneous report from a contactable 

consumer (patient) This 44-year-old female patient received BNT162B2 (PFIZER-BIONTECH 

COVID-19 MRNA VACCINE) (Batch/Lot Number: EW0164), dose 1, via an unspecified route of 

administration in the left arm on 16Apr2021 at 14:00 (at the age of 44-years-old) as 1ST DOSE, 

SINGLE for covid-19 immunisation. Medical history included seizure from an unknown date and 

unknown if ongoing (Seizure disorder-7 years no seizure, 5 years no medication) and penicillin 
1329444-1 


allergy from an unknown date and unknown if ongoing. Prior to the vaccination, the patient was 
not diagnosed with COVID-19. Concomitant medication included vitamin d [vitamin d nos] 
(VITAMIN D [VITAMIN D NOS}) taken for an unspecified indication, start and stop date were not 
reported. The patient previously took erythromycin [erythromycin estolate] and experienced 
hypersensitivity. The patient did not receive any other vaccines within four weeks prior to the 
vaccination. On O2May2021 at 14:00, the patient developed Bell's palsy on the right said of her 
face. The event resulted in an emergency room/department or urgent care visit. The patient 
underwent lab tests and procedures which included sars-cov-2 test (nasal swab) (O3May2021): 
pending results. Therapeutic measures taken included unspecified steroids and unspecified anti- 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


ey ee Nee Ie 


Symptoms Type Adverse Event Description 


Bell's palsy; eyes pretty red; runny nose: second dose; eyes started bothering her, the right eye: 
second dose; her eye had a little burning sensation and was irritated; This is a spontaneous report 
from a contactable consumer (patient). A 57-years-old female patient received BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE), dose 2 via an unspecified route of administration, 
administered in Arm Left on 14Apr2021 11:30 (Batch/Lot Number: EW0151) as single dose for 
covid-19 immunization. The patient's medical history included she was a breast cancer survivor, its 
been 10 years, all she had was radiation and she also had Tamoxifen for 5 years, had a 
colonoscopy a couple of months, she had seasonal allergies, adverse event following prior 
vaccinations: when she was young, she would get vaccines and would always get a light fever and 
her arm would swell and turn red. The patient's concomitant medication was not reported. The 
patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. The patient 
received the first dose of BNT162B2 (lot number: ER8733) in left arm on 24Mar2021 10:45 for 
covid-19 immunization and experienced fainted for just a few seconds, heart rate was very fast 
and headache, wasn't feeling well and lost consciousness. The patient experienced bell's palsy on 
01May2021, eyes started bothering her, the right eye, her eye had a little burning sensation and 
was irritated on 29Apr2021, on the 30Apr2021 eye was pretty red, runny nose on 30Apr2021. The 
clinical course as following: This past Wednesday was two weeks and then Thursday, her eyes 
started bothering her, the right eye. She thought it was seasonal allergies, because she has those, 
that kept bothering her and and she had a very runny nose. Saturday she woke up she felt like her 
face was kind of numb. She called the nurse and they told her she should go to the emergency 
room. She was diagnosed with bells palsy and so they gave her treatment and they explained to 
her what it was all about. She had been working out in the yard and she came in and her eye had 
a little burning sensation and was irritated. She thought it was because she was outside. She also 
had a runny nose. She says again, she thought it was seasonal allergies because she has that. Felt 
weird around her mouth, felt kind of numb: second dose: This past Saturday, she woke up and 
stated she felt weird around her mouth, it felt kind of numb, it was hard for her to drink, she 
couldn't smile correctly, her smile was lopsided, one side was droopy. Caller states this began 
01May2021. She went to the emergency room that same day and they diagnosed her with bells 
palsy. She was discharged from the emergency room because this time the lady doctor gave her 
the procedure with a stroke. The doctor could tell that it was not a stroke because of the eye, the 
doctor did something with her finger, they say can you see my finger, can you touch your nose. 
The doctor told her what she had is bells palsy and prescribed some medication. The eye is worse, 

COVID19 but she doesn't have a runny nose anymore. With her eye, she can raise the left one, but the right 

BELL'S PALSY |VACCINE | 1329456-1 | one not as much. They gave her a patch for the right eye. She has to wear it in the evening, 

(COVID19) because it doesn't close anymore. She has to wear it to sleep with and during the day she has to 
wear glasses and if she goes outside, she has to wear sunglasses. Her eye is not really irritated, 
just kind of stiff, it does not really do much, she did some exercises to try to stimulate the 
muscles. The eye is just there, it doesn't really blink, it is beginning to blink a little bit but when 
she tries to close both eyes, she can close the left but it's like she can't completely close the right, 
she has no control of that part of the face, it's numb. She clarifies her eye started on Thursday 29 
Apr because it was the first day she was outside. on the 30 Apr it was pretty red but she kept 
working. On Saturday morning she worked and she had a runny nose then too. Caller states they 
gave her some medicine at the emergency room. That night, she took Acyclovir and after she took 
the first one, she didn't have a runny nose anymore. Her eye is a different kind of bother now, it 
doesn't burn, its just there. They told her to get artificial tears and put the patch on. When asked if 
her eye is improved, persisted or worsened, she says the eye is not burning anymore, it's just kind 
of stiff. Bell's palsy: Caller states it's ongoing, when she smiles its the same. Caller states it's 
lopsided and when she raises her eyebrows, she can raise the left one, but the right one only goes 
up a little bit, but not as much. Caller states it's persisting, it's not getting worse, not getting 
better. Caller states she just started the medicine yesterday. Acyclovir: It was 400mg 5 times a 
day by mouth, one tablet for 10 days. Methylprednisolone: the other thing they prescribed me was 
Methylprednisolone. She tried taking both the Acyclovir and the Methylprednisolone yesterday, but 
she had a really bad stomach ache and couldn't eat anymore. She had no appetite and her doctor, 
she told him she couldn't take both it is too much, so he just said she should continue the Acyclovir 
so she is not going to take the Methylprednisolone. The Methylprednisolone is a 4mg dose pack, 6 
day thing. Yesterday she was supposed to take two before breakfast, 1 after lunch, 1 after supper 
and 2 before bedtime. She couldn't take all of that, it was too much. Today would have been 
different, it tapers off. The emergency room visit on 01May2021, they didn't do any testing, she 
just had observation. the doctor did this thing with her finger where she could see her finger and 
she pushed back and held onto the doctor's hands and showed her strength. she raised her eyes, 
closed her eyes, smiled, but no other testing was done. she had her second emergency room visit 
on 01May2021. Therapeutic measures were taken as a result of bell's palsy included Acyclovir and 
Methylprednisolone, for events of 'eyes started bothering her, the right eye’, 'her eye had a little 
burning sensation and was irritated', and 'eyes pretty red' included artificial tears and put the 
patch on, no treatment received for runny nose. The outcome of the event Bell's palsy was not 
recovered, the outcome of the event runny nose was recovered on 01May2021, the outcome of the 
other events was recovered on an unknown date. 


"Bell's Palsy; She was worried it could be a stroke; This is a spontaneous report received from a 
contactable consumer reporting for herself. This 73 years old female patient received the first 
single dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) on 13Apr2021, in left arm, for 
COVID-19 immunisation. Medical history included Bell's Palsy 20 years before the report, shingles 
in Nov2020, ongoing blood pressure, ongoing cholesterol and ongoing indigestion. Concomitant 
medications included omeprazole orally, 20 mg, 1x/day (1 capsule every morning), 

COVID19 lisinopril/hydrochlorothiazide orally, 1 DF, 1x/day (in the morning), for blood pressure and 

BELL'S PALSY |VACCINE | 1329470-1 | ezetimibe for cholesterol. The patient experienced Bell's palsy following the first dose, since an 

(COVID19) unspecified date in 2021. She recovered quickly on an unspecified date in 2021. The event was 
described as ""drool down one side, make sure close eyes at night or they dry out"". The patient 
was drinking and it was leaking out the side of mouth, smiled and nothing was moving on the right 
side, right side of face went saggy. It was the right side that was messed up, the right eye didn't 
have the muscle coordination that the left eye did. The patient was worried it could be a stroke. 
She stated she will most likely not receive second dose. Information on the lot/batch number has 
been requested." 


bell's palsy twice in one side; This is a spontaneous report from a Pfizer-sponsored program, 
received from a contactable consumer (patient). A female patient of an unspecified age received 
COVID19 bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration on 
BELL'S PALSY |VACCINE | 1329472-1 | an unspecified date (Batch/Lot number was not reported) as unknown, single for COVID-19 
(COVID19) immunization. Medical history included shingles went to eye two years ago. The patient's 


concomitant medications were not reported. The patient experienced bell's palsy twice in one side 


Symptoms Type ER Adverse Event Description 


Bell's palsy; Cough; Whole face is numb; Lymph node in the back of the ear; This is a spontaneous 
report from a contactable consumer (patient). A female patient of an unspecified age received 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 2 via an unspecified route of 
administration on O5Mar2021 (Batch/Lot Number: EM9810) as 2nd dose, single for Covid-19 
immunization. The patient's medical history and concomitant medications were not reported. The 
patient received the first dose of BNT162B2 (lot number: EL9265) on 02Feb2021 for Covid-19 

COVID19 immunization. The patient stated that she got her first Pfizer Covid vaccine on 02Feb2021 and the 

ELL second one on 05Mar2021. A week and a half later, she got Bell's palsy (Mar2021-pending 

requested. 


B S PALSY |VACCINE 1329473-1 

reported that she got the second dosage on 05Mar2021, a week and a half later she got the cough, 
Bell's Palsy - Left Side of Face; This is a spontaneous report from a contactable consumer 
(patient). A 50-year-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), 
via an unspecified route of administration, administered in arm left on 28Apr2021 (Batch/Lot 
COVID19 Number: EW0171) as 2nd dose, single for covid-19 immunisation. The first dose was received on 
BELL'S PALSY |VACCINE | 1329481-1 | 03Apr2021 (lot number: ER8733). There were no medical history. Concomitant medications 
(COVID19) included metformin, diazepam and lisinopril. No other vaccine were received within 4 weeks. The 
patient experienced bell's palsy - left side of face on 03May2021 10:00. Event resulted in 
physician's clinic visit. Outcome of the event was not recovered. Patient was not diagnosed with 
B 


her whole face is numb, like she has dopey eyes. The patient added that it was hard for her to talk, 
as she still wants to cough and it was really impossible to talk, it hurt a lot. The patient further 
stated that she got lymph node in the back of the ear (pending clarification) and went to the 
hospital on 22Mar2021. She added that she has all the medical records. The outcome of events 


(COVID19) “~~ | Clarification). She wanted to know if there have been other reports of it. The patient further 
was unknown. Information on Lot/Batch number was available. Additional information has been 
covid-19 prior to vaccination and had not been tested post vaccination. 


event required doctor or other healthcare professional office/clinic visit. Therapeutic measures 
were taken as a result of the event and included treatment with steroids and antiviral. The patient 
outcome of the event was not recovered. 


Bell's palsy; This is a spontaneous report from a contactable consumer, the patient. A 61-year-old 
female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA 
VACCINE), intramuscular in the left arm on 28Apr2021 at 13:30-13:40 (at the age of 61-years- 
old) as a single dose for COVID-19 immunisation. Medical history included Hashimoto's thyroiditis 
COVID19 and fibromyalgia, both diagnosed over 20 years ago, overweight, and arthritis. Concomitant 
BELL'S PALSY | VACCINE | 1329494-1 medications were not reported, but the patient did state she took something for arthritis and 
(COVID19) -i thyroid for years prior to the vaccination. There were no prior vaccinations within 4 weeks of the 
vaccine. On 02May2021, at 15:30-16:00, the patient was diagnosed with Bell's Palsy. She went to 
the emergency room on 02May2021, where they performed an EKG & MRI of the head to make 
sure it was not a stroke, which were all negative. The patient was not admitted to the hospital. She 


tried to speak slow because her words were slurred. The patient was not treated for the event. The 
clinical outcome of Bell's Palsy was not resolved. Information on lot number has been requested. 


Bell's Palsey of left side of face; This is a spontaneous report from a contactable consumer 
(patient). A 54-year-old female patient received first dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE), via an unspecified route of administration on 15Mar2021 at 11:00 (Lot 
Number: EN6199) (at the age of 54-year-old) as single dose for COVID-19 immunisation. The 
patient was not pregnant. Medical history included rheumatoid arthritis (RA), fibromyalgia, 
gastrooesophageal reflux disease (GERD) and high blood pressure, all from an unknown date and 
COVID19 unknown if ongoing. The patient was not diagnosed with COVID-19 before vaccination and since 
ELL'S PALSY | VACCINE | 1329492-1 | vaccination has not tested positive to COVID-19. Concomitant medications included oxycodone 
(COVID19) hydrochloride/oxycodone terephthalate/paracetamol (PERCOCET); valsartan (DIOVAN); 
levothyroxine sodium (EUTHYROX); orphenadrine and quetiapine, all concomitants were taken for 
an unspecified indication, start and stop date were not reported. The patient previously took 
ALUPENT and ADVAIR. The patient experienced Bell's palsy of left side of face on 29Mar2021. The 


adverse event included anti inflammatory drugs. The outcome was recovered. No follow-up 
attempts are possible. No further information is expected 


Bell's palsy in left side of face; This is a spontaneous report from a contactable consumer (patient). 
A 26-years-old male patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE), via an unspecified route of administration, administered in arm left on 16Mar2021 
09:00 (Lot Number: ZP7534) single dose for covid-19 immunisation. First dose was administered 
COVID19 on 18Feb2021 3:00PM left arm, lot# ZL9267. The patient medical history was not reported. No 
BELL'S PALSY | VACCINE | 1329562-1 | concomitant therapy received within 2 weeks of vaccination. The patient did not receive any other 
(COVID19) vaccines within 4 weeks prior to the COVID vaccine. Prior to vaccination, the patient was not 
diagnosed with COVID-19. Since the vaccination, the patient has not been tested for COVID-19. 
The patient experienced Bell's palsy in left side of face on 26Mar2021. Treatment received for the 


Symptoms ees VAERS 1D Adverse Event Description 


"she had an epidural placed for pain in the lower back; My Right eye was not blinking and it was 
watery/tearing; The right side of my face was not moving at all; Bell's Palsy; I had paralysis in my 
right eye and it went down to the chin area; numbness around my mouth and underneath my 
nose, the right side/under my nose felt numb; My tongue was numb and under my nose felt numb; 
This is a spontaneous report from a contactable nurse (patient). A 68-years-old female patient 
received the second dose of BNT162B2 Pfizer-BioNTech COVID-19 mRNA Vaccine via an 
unspecified route of administration, administered in right arm on 19Mar2021 (Batch/Lot number 
was not reported) as single dose for COVID-19 immunization. The patient's medical history 
included Bell's Palsy about 10 years before this report and they thought it was a stroke as it was a 
mild case without any facial paralysis at that time. Historical vaccine included the first dose of 
BNT162B2 Pfizer-BioNTech COVID-19 mRNA Vaccine administered in right arm on 26Feb2021 
(Batch/Lot number was not reported) as single dose for COVID-19 immunization, after which the 
patient suffered from pain in arm only. Concomitant medications were not reported. The patient 
reported that she woke up on 07May2021 with numbness around her mouth and underneath her 
nose, the right side. She had paralysis in her right eye and it went down to the chin area. Her 
tongue was numb and under her nose felt numb. The left side of her lip went to the left when she 

COVID19 rubbed her lips together and she also had right sided drooping of her mouth. She called a HCP and 

BELL'S PALSY | VACCINE | 1329583-1 | he said it was probably a reaction to her medications. He said to go through the weekend and see 

(COVID19) if it goes away. On 10May2021, it was still there. Her right eye was not blinking and it was 
watery/tearing. The right side of her face was not moving at all. Drinking coffee or liquids it would 
pour out on her chin. The reporter states she went to the ED on 10May2021 and the doctor 
diagnosed her with Bell's Palsy, he said it could have been caused by a virus, or the caller being 
stressed. Her Internist just said ""I don't know"" what was causing the Bell's Palsy. The caller 
stated she had an epidural placed for pain in the lower back on 14Apr2021. She has been taking 
prednisone 20 mg take 3 once a day since 10May2021 and valaciclovir hydrochloride (VALTREX), 1 
g three times daily by oral route. Caller states she has been taking the prednisone 20 mg 3x/day 
instead of all in one dose daily. At the time of the report the events outcome was unknown. No 
follow-up attempts are possible; information about lot/batch number cannot be obtained.; 
Sender's Comments: Based on the plausible temporal association it is likely that the reported 
events of Bell's Palsy and ophthalmoplegia are likely associated with the suspect product, 
BNT162B2 Pfizer-BioNTech COVID-19 MRNA Vaccine. The impact of this report on the benefit/risk 


profile of the Pfizer drug is evaluated as part of Pfizer procedures for safety evaluation, including 
the review and analysis of aggregate data for adverse events. Any safety concern identified as part 
of this review, as well as any appropriate action in response, will be promptly notified to Regulatory 
Authorities, Ethics Committees and Investigators, as appropriate." 


He got his vaccine, he just had a little arm pain and some stomach problems, but nothing much. 
COVID19 Then he noticed partial loss of taste and then Friday he was not able to close his eye and then 
went to the ER on Saturday has partial left sided facial paralysis, pain in his eye, drooling on the 
BELL'S PALSY |VACCINE 
(COVID19) left side, and difficulty speaking. He was diagnosed with Bell's palsy. They gave him some steroid 
of Prednisone for 6 days and Valacyclovir for 7 days as well for treatment of this. He has had no 
improvement in his symptoms yet. Was told that it takes a minimum of at least 3 weeks. 
COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 
COVID19 Approximiately 10 days after receiving the second dose of the moderan covid vaccine, patient 
BELL'S PALSY | VACCINE | 1330931-1 | experienced symptoms consistant with Bells Palsy with facial dropping. Patient was treated in the 
(COVID19) emergency department using antiviral therapy. The condition is new and currently unresolved. 
COVID19 
BELL'S PALSY |VACCINE | 1331049-1 Diagnnosis: Bell's Palsy, right ear ache, right peripheral facial palsy, and corneal injury. March 29 to 
(COVID19) April first. Treatment by Opthomologist: eye drops every hour and eye lubricant before bed. 
COVID19 
BELL'S PALSY | VACCINE | 1331170-1 | Bilateral facial nerve palsy. Unrelenting to date (16 days after onset). 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1331193-1 | wife got sick hospital said she had bells palsy was told could have been caused because of vaccine 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1331264-1 | right Bell's palsy (7th nerve paralysis) 
(COVID19) 


4/1 J&J Vaccine, exactly 7 hrs later, intense chills, woke up next morning a-okay 4/3 A few min 
after waking up, itchy wrists (bilateral), then itchy shins (bilateral), last about 20min 4/5(?) 
Possible tick (on back - couldn?t really see or reach, scratched at it?) 4/10 Back pain/extreme 
tightness (fascia from back of knee to upper back feels like sheet of hard leather, extremely limited 
forward flexion, maybe 50% of normal?) 4/11 Painful intermittent scalp spasms over left ear for 2- 
ish hours 4/17 Hypersensitive mucus membranes 4/18 Right side of face falls down - Bell?s Palsy? 
4/19 Weird hard-leather back pain fading 4/20 ?Headache? - actually feels like seizing scalp 
muscles behind top of ears 4/20 ?Cold? spots on skin, particularly legs 4/20 Painful knot (familiar) 
mid/upper right side 4/20 Out of breath 4/21 Leatherback returns 4/22 Awake 3am head pain back 
of right ear down neck 4/22 Awake 3am - I can feel my face! (BP resolving) 4/22 Extreme pain 
COVID19 during asana, leatherback, shakey, lightheaded, out of breath, severe brain fog (almost 
BELL'S PALSY | VACCINE | 1331296-1 hallucinatory) 4/23 Awake 1am extreme head, upper right back pain 4/23 Cold spots front of 
(COVID19) ~~ | thighs above knee and left foot 4/24 Weird right upper arm/shoulder pain (hours after carrying 

around a dozen-ish 100lb-ish rocks) 4/25 Awake lam -6am in extreme insanely excruciating pain 
right arm (upper/outer/upperback-ish) paced house for 5 hrs. Tylenol & vicodan useless 4/25 
Period 2 weeks early (prednisone?) 4/28(ish) Starting to feel increasingly yeasty (doxy?) 4/29 Last 
day prednisone (accidentally took 1 extra day, grr) 4/29 Extreme weakness and pain - right arm 
utterly crippled, shoulder partially paralyzed??? (acute and continuous still as of 5/19) 4/29 Very 
off balance 4/29 Very jittery 4/29 Emergency visit with Dr (Grrr.) 4/30 Left bicep totally dead with 
pain like an ice pick through it, extreme weakness (pain, limited mobility and some weakness 
continuous still as of 5/19) 5/1 I can see in my notes that I am switching words!?! (left for right) ? 
someone mentioned to me on May 2(?) that I was switching left for right? 5/3 Dr video 
appointment 5/5 Brain fog approaching hallucinatory (hard to explain, everything around me 
slightly ?fun-house mirror-esque?, judgement is vey skewed, not fun!) 5/7 Last day doxy 


COVID19 Developed Bell's Palsy on Saturday May 15, 2021. Went to Hospital Emergency Room concerned 
BELL'S PALSY |VACCINE | 1331997-1 | that I was having a stroke. After CT and Neurologist consult, determined the condition was Bell's 
(COVID19) ee el S a er rr es | 


Bell'sPalsy, left sided facial droop, inability to move the left forehead, left facial numbness, inability 
to close the left eye 


Symptoms ena VAERS 1D Adverse Event Description 


COVID19 I started having a headache the same day non stop, nausea and light dizziness, sensitivity to 
BELL'S PALSY | VACCINE | 1332375-1 bright lights and a week after the vaccine I lost my sense of taste on my right side of my mouth. 
(COVID19) ~~ | April 25th I woke up to my right side of my face paralyzed and rushed to the ER. I was diagnosed 


with Bell's Palsy 


BELL'S PALSY PEPE 1332402-1 That evening high fever, chills nausea and then few days later Bell?s palsy, face is tingling, eye 
(COVID19); it” won?t shut and speech hindered. 


Bell's Belsy; This spontaneous case was reported by a consumer and describes the occurrence of 
BELL'S PALSY (Bell's Belsy) in a 46-year-old female patient who received MRNA-1273 (Moderna 
COVID-19 Vaccine) (batch nos. 009C21A and 031B21A) for COVID-19 vaccination. No medical 
history was reported. Concomitant products included ELETRIPTAN for Migraine, VITAMINS NOS for 
an unknown indication. On 06-Apr-2021, the patient received first dose of MRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 04-May-2021, received second dose of 

COVID19 MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. 

BELL'S PALSY | VACCINE | 1332508-1 | On 05-May-2021, after starting mRNA-1273 (Moderna COVID-19 Vaccine), the patient experienced 

(COVID19) BELL'S PALSY (Bell's Belsy) (seriousness criterion medically significant). At the time of the report, 
BELL'S PALSY (Bell's Belsy) outcome was unknown. The action taken with MRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) was unknown. Event treatment information was not provided 
by the reporter. Based on current available information and the temporal association between 


product use and the start date of the event a causal relationship cannot be excluded.; Sender's 
Comments: Based on current available information and the temporal association between product 
use and the start date of the event a causal relationship cannot be excluded. 


Bell's palsy; This spontaneous case was reported by a consumer (subsequently medically 
confirmed) and describes the occurrence of BELL'S PALSY (Bell's palsy) in a 64-year-old female 
patient who received mMRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. 
Concurrent medical conditions included Asthma. On an unknown date, the patient received first 
dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an unknown 

COVID19 date, the patient experienced BELL'S PALSY (Bell's palsy) (seriousness criterion medically 

BELL'S PALSY | VACCINE significant). At the time of the report, BELL'S PALSY (Bell's palsy) outcome was unknown. The 

(COVID19) action taken with MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. 
Treatment information included prednisone and unspecified antivirals. No concomitant medications 
reported. Company comment: Based on current available information and the temporal association 
between product use and the start date of the event a causal relationship cannot be excluded.; 


Sender's Comments: Based on current available information and the temporal association between 
product use and the start date of the event a causal relationship cannot be excluded. 


Bells Palsy; Facial weakness on right side; Headache; earache; mouth ache; runny nose; runny 
eye; This is a spontaneous report from a contactable consumer (patient). A 63-year-old female 
patient received BNT162B2 (PFIZER BIONTECH COVID-19 VACCINE, solution for injection) dose 2 
via an unspecified route of administration, administered in Arm Left on 24Apr2021 14:30 (Lot 
Number: EW0171) as second dose, single for COVID-19 immunisation. The patient previously took 
the first dose of BNT162B2 on O3Apr2021 15:00 (Lot number: EW0151) administered to left leg for 
COVID-19 immunization. Medical history included high blood pressure, chronic kidney disease and 

COVID19 diabetes mellitus. The patient has no known allergies and was not pregnant at the time of 

BELL'S PALSY | VACCINE | 1332681-1 | vaccination. The patient did not receive any other vaccines within 4 weeks prior to the COVID 

(COVID19) vaccine. The patient was not diagnosed with COVID-19 prior to vaccination. Concomitant 
medications included isosorbide, metoprolol, ticagrelor (BRILINTA), clonidine and ayurvedic 
preparation (NEFID) all taken for an unspecified indication, start and stop date were not reported. 
On 01May2021 01:00, the patient experienced Bell's Palsy, facial weakness on right side, 
headache, earache, mouth ache, runny eye and runny nose; all on the right side. The patient did 


not receive treatment for the events. Since the vaccination, has the patient has not been tested for 
COVID-19. The outcome of the events was not recovered. No follow-up attempts are needed. No 
further information is expected. 


"Bell's palsy; Eye twitching; This is a spontaneous report from a contactable consumer (patient). A 
64-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an 
unspecified route of administration, administered in left arm on 27Jan2021 13:00 (Batch/Lot 
number was not reported) as 1st dose, single for COVID-19 immunisation. Medical history included 
high blood pressure and acid reflux. Other than those, patient was ""pretty healthy."" Patient was 
not diagnosed with COVID prior vaccination. Concomitant medications included irbesartan, 
pantoprazole, meloxicam, and biotin. Patient reported that she had Bell's palsy when she was in 
COVID19 college. When she was teaching years later, she noticed that every year when she got the flu shot, 
BELL'S PALSY | VACCINE | 1332719-1 | PET eye would twitch for about 8 or more weeks after the shot. She finally connected the fact that 
(COVID19) ~~~ | it was happening every year after the shot so she saw a neurologist. She was told that an egg 
derivative was used in the flu shot, which was connected to Epstein bar disease, which was 
connected to Bell's palsy. She was told to stop getting the flu shot so she quit getting the flu shot 
and never had another occurrence until after getting the COVID Pfizer shot. On 29Jan2021, the 
patient experienced bell's palsy and eye twitching. The twitch appeared a few days after getting 
the shot, but seemed mild enough, but as of late it has become quite an annoyance. The only thing 


she can attribute it to was the COVID vaccine. She was a little leery of getting a booster if 
necessary. No treatment was received. Outcome of the events was not recovered. Patient was not 
tested for COVID post vaccination. Information about lot/batch number has been requested." 


Bell's palsy; This is a spontaneous report from a contactable consumer (patient). A non-pregnant 
58-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; Lot 
Number: EP7533), via an unspecified route of administration in left arm, on 19Apr2021 at 03:30 
PM (15:30), as second dose, single, for COVID-19 immunization. The patient's medical history 
herpes (for 31 years), possible exposure to HPV from 20 years ago (2001), and allergies to sulfa. 

COVID19 There were no concomitant medications. The patient previously took the first dose of BNT162B2 

BELL'S PALSY | VACCINE | 1332796-1 (Lot Number: EP7534) on 29Mar2021 at 03:15 PM at the age of 58 years for COVID-19 

(COVID19) ~ | immunization (left arm). Prior to vaccination, the patient was not diagnosed with COVID-19. The 
patient did not receive any other vaccines within 4 weeks prior to the COVID-19 vaccine. On 
01May2021 at 12:30 PM, the patient came down with Bell's palsy. The event resulted in doctor or 
other healthcare professional office or clinic visit. Treatment received for the adverse event 
included acyclovir and prednisone prescription. The patient considered the event as non-serious. 
Since the vaccination, the patient has not been tested for COVID-19. The patient had not 
recovered from the event. 


COVID19 
BELL'S PALSY | VACCINE | 1332867-1 | Bell's palsy affecting left facial nerve 
Q D19 
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1336688-1 


Adverse Event Description 


Bell's palsy in left face 


Developed Bell's Pally for the second time. Also got Bell's Pally after the first Moderna Covid shot. 
Pain behind and below right ear Difficulty closing right eye Can't not whistle Can't puff out checks 
Droopy right side of face (mouth, nose, etc.) Can't smile on right side of face Difficulty drinking 
and eating Difficulty talking Confusion Difficulty seeing out of right eye 


Patient received pfizer vaccine on 4/30 and presented to the ED today with bell's palsy. 


Bells Palsy 


Bell?s Palsey, treatment started May, 16th 1:00 pm with Prednisone, Valacyclovir occurred May 15, 
2021 11:30Pm 


Bellls Palsey and headaches developed 21 days after administration 


24 hours after 2nd dose had 103 fever, swollen lymph node, lethargy for 48 hours. almost 3 
months subsequent to 2nd dose, developed Bell's Palsey on left side of face (5/18/21) 


About 2 days ago, patient started to feel numbness at the lips, uncontrollable eyelid movements, 
heaviness in eyeball, right ear pain and inability to raise right eyebrow. Patient said her PCP 
diagnosed the symptoms as Bell's palsy and prescribed meds for her. Patient did not provide name 
of meds to staff on-call. Patient was advised to follow-up with her PCP to assess if she should 
receive dose 2. 


First adverse reaction was a headache behind right ear. This was a throbbing pain. Had low energy 
and a feeling of unwell. On 5/10/2021 had bad headache behind right ear. On 5/12/2021 I began 
swelling on the right side of my face with numbness on my right side lip area. On 5/13/2021 my 
face was fully distorted. On 5/13/2021 my neurologist diagnosed me with Bell's Palsy (G51.0). 
Neurologist ordered me on Prednisone 20mg three times per day for one week and initiate Physical 
Therapy. Ordered a blood test for Lyme disease. 


observed slurred speech, drooping side of face, says he was diagnosed by hospital on 5/18/21 with 
bells palsy 


Patient developed a knot on the right side of the neck. She then developed Bells Palsy and went to 
the ED. Patient went to ED for left facial drooping, numb lips and left eye watering. An MRI was 
done on 5/8/2021 which showed abnormal enhancement of the left seventh cranial nerve that may 
be seen with Bell's Palsy or Ramsay Hunt Syndrome. The enhancement also extends along the 
greater petrosal nerve. Patient was recommended to follow-up closely with neurology. 


15 mins after getting the 2nd shot, I had a burning in my throat & lips. Also my ears clotted, vision 
got blurry& my face got numb. A pain on my left arm & my whole right side of face swollen. After 
being hospitalized the Dr. said I got Bell's palsy 


Bells Palsy type symptoms starting April 16, gradually increasing in frequency for next 3 and one 
half weeks and now gradually subsiding. Caused doctor, hospital ER visits and the care of a 
neurologist. 


PATIENT REPORTED SIGNS AND SYMPTOMS OF BELLS PALSY. PATIENT WENT TO THE ER WITHIN 1 
HOUR OF SX. PATIENT WAS GIVEN AN ANTIVIRAL MEDICATION CALLED VALTREX. Patient says due 
his diabetes they did not prescribe corticosteroids. 


Developed Bell?s Palsy on left side of face 


Bell's Palsy; This spontaneous case was reported by a consumer (subsequently medically 
confirmed) and describes the occurrence of BELL'S PALSY (Bell's Palsy) in a 37-year-old male 
patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 025B21A) for COVID-19 
vaccination. No Medical History information was reported. On 13-Apr-2021, the patient received 
first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 26- 
Apr-2021, the patient experienced BELL'S PALSY (Bell's Palsy) (seriousness criterion medically 
significant). On 07-May-2021, BELL'S PALSY (Bell's Palsy) had resolved. The action taken with 
MmMRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was unknown. No concomitant medication 
were reported. Patient stated, he was given 2 medications of unknown names for treatment of 
bells palsy and symptoms gone way after a week of taking those meds. Based on the current 
available information and temporal association between the use of the product and the start date 
of the event, a causal relationship cannot be excluded. Most recent FOLLOW-UP information 
incorporated above includes: On 10-May-2021: Event start date, stop date and outcome updated. 
Vaccine given date updated.; Sender's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the event, a causal 
relationship cannot be excluded. 


02/27/21 urgent care visit for Bells Palsy . moderate to severe . Onset of L facial weakness 
02/26/2021. Negative Covid test 02/23/2021 because of loss of sense of taste on L side of tongue. 
No known covid exposure. Treatment with Prednisone 60m/d x7d & Valacyclonl 1000m, TID x 7d 


Patient stated that had earache Monday - Thursday after vaccine on Saturday. On Friday, woke up 
and right side of face frozen. Patient diagnosed it as Bells Palsy. 


Bells palsy 


Site: Pain at Injection Site-Mild, Systemic: Bell's Palsy-Medium, Systemic: Dizziness / 
Lightheadness-Medium, Systemic: Fainting / Unresponsive-Mild, Systemic: Flushed / Sweating- 
Medium, Systemic: Hyperventilation-Medium, Systemic: Shakiness-Medium 


Symptoms ‘Vaccine | vaes 10 | Adverse Event Description 
Type 
COVID19 4 days after vaccination (on 5/18/21) she presented with right facial droopiness (unable to close 
BELL'S PALSY | VACCINE | 1336714-1 | right eye, unable to smile on right side etc) consistent with Bell's Palsy. Symptoms are 
(COVID19) (unsurprisingly) persistent now 3 days later 
COVID19 i ; ; , anne 
BELL'S PALSY |VACCINE | 1337139-1 10 cake post vaccine patient was diagnosed with Bells Palsy at the local ER. No hospitalization 
(COVID19) required: 
COVID19 Had right ear and neck pain on 5/19/21. Woke up on 5/20/21 with ear pain still present, noticed 
BELL'S PALSY |VACCINE | 1337392-1 | loss of taste. Had facial paralysis on right side of my mouth. Right eye won't close, excessive 
(COVID19) watering. Diagnosed with Bell's Palsy 5/20/21. 
COVID19 
BELL'S PALSY |VACCINE | 1337570-1 | Bell's palsy - left sided facial weakness also with forehead weakness on the right 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 1337700-1 BELLS PALSY 
(COVID19) 
Covi’? pt had bells palsy in the past and then got after her first covid shot and second shot. on 4/6 and 
BELL'S PALSY | VACCINE 1337754-1 5/17 shot dates : 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1338396-1 bells palsy 
(COVID19) 
COVID19 Left side of my face started numbing, felt like if a nerve popped while eating a sub, next day in the 
BELL'S PALSY | VACCINE | 1339075-1 | morning lost control on my left side lip, started dripping saliva while sleeping and water while 
(COVID19) brushing my teeth., couldn?t drink water, couldn?t blink my eye. Im still the same until now. 
COVID19 
BELL'S PALSY | VACCINE 1339079-1 Headaches, Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1339088-1 | Bells Palsy - left side of face Treated with prednisone and anti viral medication 
(COVID19) 


Have been diagnosed with Bell's Palsy due to a facial paralysis; This is a spontaneous report from a 
contactable consumer (patient). A 29-year-old male patient received BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE) dose 2 via an unspecified route of administration, administered in 
arm left on 23Apr2021 11:00 (Lot Number: EW0171) as 2ND DOSE, SINGLE for covid-19 

COVID19 immunisation. No known allergies and other medical history. The patient concomitant drugs were 

BELL'S PALSY | VACCINE not reported. The patient previously received first dose of BNT162B2 on 02Apr2021 12:00 am in 

(COVID19) left arm (lot number: ep7534). The patient did not receive any other vaccines within 4 weeks prior 
to the COVID vaccine. Prior to vaccination, the patient was not diagnosed with COVID-19. Since 
the vaccination, the patient has not been tested for COVID-19. The patient had been diagnosed 
with Bells Palsy due to a facial paralysis on 04May2021 12:00 AM. Unknown if it was related to the 


vaccine or the cause. The adverse event result in emergency room/department or urgent care. 
Currently taking prescribed medication for event. The outcome of event was recovering. 


the muscles in my face felt weak as if I was having an onset of Bell's Palsy; it was a strange feeling 
of numbness like a mask covering my face; This is a spontaneous report from a contactable 
consumer (patient). A 55-year-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 
mRNA VACCINE, Lot number was not reported), via an unspecified route of administration, 
administered in Arm Right on 19Feb2021 09:15 as 2nd dose, single for COVID-19 immunization in 
a clinic. The patient's medical history and concomitant medications were not reported. The patient 
COVID19 did not receive other vaccines within 4 weeks of vaccination. Not diagnosed with COVID-19 prior to 
BELL'S PALSY | VACCINE | 1340376-1 | vaccination and not tested for COVID-19 since vaccination. The patient previously received the first 
(COVID19) dose of bnt162b2 on 29Jan2021 09:45 PM (lot number: not provided), at 55 years old in the right 
arm for COVID 19 immunization. On 19Feb2021 10:45 AM, the patient had muscles in his face felt 
weak as if was having an onset of Bell's Palsy. The patient reported that he never lost use of his 
muscles but it was a strange feeling of numbness like a mask covering his face. This lasted for 


approximately 7 hours. The patient massage and move all his muscles periodically through this 
event. No treatment was received. The outcome of the events was recovered on 19Feb2021 17:45. 
Information about lot/batch number has been requested. 


Bell's palsy (left face); This is a spontaneous report from a contactable nurse (patient). A non- 
pregnant 58-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), 
via an unspecified route of administration in left arm on O8Apr2021 (at the age of 58 years old) 
(Lot Number: ER8737, unknown expiration) as 2nd dose, single for COVID-19 immunization. 
Medical history and concomitant medications reported as none. The patient also received first dose 
of BNT162B2 in left arm on 18Mar2021 (at the age of 58 years old; Lot number: EP6955, unknown 
expiration) for COVID-19 immunization. The patient experienced Bell's palsy (left face) on 
05May2021, 3 weeks following second dose. The patient confirmed that she never had it before. 
The patient received valacyclovir and prednisone as treatment for the event. The patient was not 

COVID19 diagnosed with COVID-19 prior to vaccination and was not tested for COVID-19 since the 

BELL'S PALSY | VACCINE vaccination. The patient did not receive any other vaccines within 4 weeks prior to the COVID 

(COVID19) vaccine. The patient had not yet recovered from the event. Information on lot/batch number was 
available. Additional information has been requested.; Sender's Comments: Based on the available 
information and known product profile, the causal relationship between the reported Bell's palsy 
and the use of BNT162B2 cannot be excluded. The impact of this report on the benefit/risk profile 
of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the 
review appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics 
Committees, and Investigators, as appropriate and analysis of aggregate data for adverse events. 


Any safety concern identified as part of this review, as well as any as any appropriate action in 
response, will be promptly notified to Regulatory Authorities, Ethics Committees, and 
Investigators, as appropriate. 


Symptoms ees VAERS 1D Adverse Event Description 


"developed ""Bell Palsy"" between 48-72 hours after his second shot; This is a spontaneous report 
from a contactable consumer (patient). A 39-year-old male patient received second dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) via an unspecified route of administration, 
administered in arm left on 01May2021 10:00 (at age of 39-year-old) (lot number: EW0167) as 
single dose for covid-19 immunisation. Medical history included high cholesterol. No known 
allergies. The patient's concomitant medications were none. The patient did not receive any other 
COVID19 vaccines within 4 weeks prior to the COVID vaccine. No other medications the patient received 
BELL'S PALSY | VACCINE | 1340482-1 within 2 weeks of vaccination. Patient received the first dose of BNT162B2 (PFIZER-BIONTECH 
(COVID19) =- COVID-19 VACCINE) in arm left on an unknown date in Apr2021 10:00 (lot number: EW0153) for 
covid-19 immunization. The patient developed ""Bell Palsy"" between 48-72 hours after his second 
shot. The event start date was on 03May2021 14:00. The event resulted in doctor or other 
healthcare professional office/clinic visit. The event resulted in Emergency room/department or 
urgent care. No covid prior vaccination, no covid tested post vaccination. Prior to vaccination, the 


patient was not diagnosed with COVID-19. Since the vaccination, the patient had not been tested 
for COVID-19. Therapeutic measures were taken as a result of the event included prednisone and 
valacyclovir. Event outcome was not recovered." 


Bell's palsy; This is a spontaneous report from a contactable consumer (patient). A 31-year-old 
male patient received the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot 
number: ER8729) via an unspecified route of administration, in arm left, on 07Apr2021 09:30 AM 
(at the age of 31-year-old), at single dose, for COVID-19 immunization. The patient's medical 
history and concomitant medications were not reported. The patient previously received first dose 

COVID19 of BNT162B2 (lot number: EP6955), in arm left, on 17Mar2021 09:30 AM (at the age of 31-year- 

BELL'S PALSY |VACCINE old), at single dose, for COVID-19 immunization. The patient experienced bell's palsy on 

(COVID19) 12May2021 23:00. AE result in doctor or other healthcare professional office/clinic visit and 
emergency room/department or urgent care visit. Patient received valacyclovir and prednisone as 
treatment. Prior to vaccination, the patient was not diagnosed with COVID-19 and the patient did 
not receive any other vaccines within 4 weeks. Since the vaccination, the patient hadn't been 


tested for COVID-19. Case was reported as non-serious by reporter. The outcome of the event was 
unknown. 


COVID19 
BELL'S PALSY |VACCINE | 1340574-1 | Systemic: Bell's Palsy-Medium 
(COVID19) 


COVID19 : : . 2 : . 
: Facial weakness, headache, fatigue, facial asymmetry Diagnosis: Bell's palsy Treatment: acyclovir 
BELES PALSY CODI = 400 mg 5x daily x 10 days and prednisone taper Disposition: patient discharged stable from ER 


TWO TO THREE DAYS AFTER SHOT 5/2-5/3 PT HAD STIFF/ CRICK IN NECK FELT LIKE IT NEEDED 
COVID19 TO VBE CRACKED BUT COULDNT CRACK IT.. ONE WEEK AFTER INJECTION 5/8 PT DEVELOPED 
BELL'S PALSY | VACCINE BELLS PALSEY ON LEFT SIDE OF FACE PT STILL HAS BELLS PALSELY PT WAS SEEN BY HIS 
(COVID19) PHYSICIAN AND WAS ADVISED TO REPORT ADVERSE EVENT(S) TO PHARMACY TO REPORT TO 
VAERS 
CovID19 Bell's Palsy on the right side of my face; muscle weakness around the right corner of my mouth 
BELL'S PALSY |VACCINE e Nash ees ' ! 
(COVID19) ' ye. 
ss in Dept. Followed up with appt to eye doctor 5/17/2021; scheduled appt with Rheumatologist 
COVID19 
BELL'S PALSY | VACCINE Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE | 1342288-1 | Neurological problems , Bells Palsy, Loss of muscle, taste, smell. Nerve Issues throughout body 
(COVID19) 
COVID19 Day after vaccine I had extreme nausea and head ache. Following day my lips went numb. Woke 
BELL'S PALSY | VACCINE up the next day to Bell?s palsy (ER diagnosed) steroids seem to be helping. Currently still taking 
(COVID19) them. 
COVID19 
BELL'S PALSY | VACCINE 1342714-1 | Bell's Palsy Faxed on: 3/1/21 by: CMS 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1342987-1 | Bell?s palsy 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 1341437-1 | Left side of my face can?t move 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Bell?s Palsy, muscle pain, muscle tremors, recurring headaches 
(COVID19) 
COVID19 Eye irritation began 5/13/2021. Noticed mouth droop with facial paralysis on the left side next 
BELL'S PALSY | VACCINE morning. Rushed to ER (thought I was having a stroke). Diagnosed with Bell's Palsy on 5/14/2021 
COVID19 
( ) 5/25/2021 
COVID19 Started with ear ache. Headache in back of head. Then got bells palsy. When to ER on 5/22/21 
BELL'S PALSY | VACCINE 1341716-1 Got medications " : " 7 
(COVID19) ` 
COVID19 
BELL'S PALSY |VACCINE | 1342060-1 | "Bell's Pasley""right side of face disfigured with complications." 
(COVID19) 
COVID19 : : : : . 
i Bell?s Palsy - facial paralysis on left side Prednisone and valacyclovir Has improved but not fully 
BELL'S PALSY | VACCINE : : a h hēal 
(COVID19) recovered. Still paralyzed. Have been told will take up to six months to heal. 


Bells Palsy on 14 May 2021. 


Symptoms ae VAERS 1D Adverse Event Description 


I had Bells Palsy in 1997 and again in 2000. I don't remember if the same side was affected. I 
started to develop symptoms of Bells Palsy again on Sunday May 16 in the evening. It got 
COVID19 progressively worse so I went to my primary care provider on Wednesday, May 19, 2021. PA-C ran 
BELL'S PALSY | VACCINE a variety of tests and prescribed prednisone. She also made a referral to a neurologist. I have not 
(COVID19) gotten an appointment set for the neurologist. My symptoms have continued to worsen and I will 
contact my primary care provider later today about that. She ran Lyme's disease and other tick 
borne illness tests. We live in a high Lyme disease area. I had a large tick on me (not sure if was 


actually attached) a few days prior. 


I started to have headaches which continued until 05/20/2021 and Ultimately had a fever (100.6) 
COVID19 at 10:30 pm with chills. Tylenol and Advil were taken throughout the process. On 05/21/2021 at 
: i 09:45 am, I noticed the droopyness to my left side of the face. I tested negative for Covid-19 at 
Bern rater (coun 1343233-1 11:00 am. On the same date at 11:30 am I met with my PCP who suggested that I go to the 
Emergency room. At 12:30 I went to the Hospital and was treated for Bell's Palsy. I have been 


taking Prednisone (20mg) 3x a day and Valacyclovir (1Gm) 3x a day. 


Bell's Palsy developed more than two weeks after the first dose. The patient had postponed his 
COVID19 second dose due having what his wife described as a severe GI flu. On the day he was originally 
BELL'S PALSY |VACCINE | 1343275-1 | scheduled to come in for his second dose he developed drooping on one side of his face and his 
(COVID19) wife took him to the ER suspecting a stroke. Testing ruled this out and he was diagnosed with 


Bell's Palsy. He was treated with valacyclovir and prednisone. 


COVID19 
BELL'S PALSY | VACCINE | 1343485-1 | Bell's palsy was diagnosed by primary care physician 

(COVID19) 

COVID19 
BELL'S PALSY |VACCINE | 1343517-1 | 5 days of fever, chills snd right sided Bells Palsy Bells Palsy is still present 

(COVID19) 

COVID19 
BELL'S PALSY |VACCINE 1343556-1 bells palsy 

(COVID19) 

covey? Symptoms consistent with a mild case of bell's palsy. Numbness and tingling in left side of face 
BELL'S PALSY | VACCINE 1344001-1 : aa " 

from chin to cheekbone. No drooping in mouth or eye 

(COVID19) 

CoOVvID19 Bell?s Palsy- right side of face paralyzed with severe ear pain and loss of taste. Doctor prescribed 
BELL'S PALSY | VACCINE | aaa Prednisone 10 mg and Valacyclovir 1 i 

(COVID19) g y g 

COVID19 
BELL'S PALSY |VACCINE 1344319-1 Bell's Palsy, mild 

(COVID19) 


Patient presented to ER on 5/22/21 complaining of left eye swelling and vision being blurred. 
Physician diagnosed as a corneal abrasion and left periorbital cellulitis. Patient came back to the ER 
on 5/24/21 complaining of left side of face drooping. Patient stated he noticed this the day prior. 
COVID19 Patient was having difficulty closing his left eye. Today 5/24 he is drooping on the left side of his 
BELL'S PALSY | VACCINE | 1344343-1 | face and difficulty drinking water without running out of his mouth. No chest pain. According to 
(COVID19) physician, exam was most consistent with Bell's palsy but given patient's HTN, age and bounce 
back status, a CT was done. Everything was negative. Physician treated patient for Bell's Palsy with 
Valtrex and prednisone. This all happened within two weeks of receiving the 2nd dose of the 


Moderna Vaccine. 


COVID19 
BELL'S PALSY |VACCINE | 1345444-1 | Bells Palsy right face. We are just starting oral corticosteroids. 
(COVID19) 


left side of lip drooping/ trouble keeping left eye open/ trouble opening left side of lips/ eyes 
watering/ swelling of whole face mostly on left side/ hard to drink/ hard to speak; left side of lip 
drooping,almost feels numb; trouble keeping left eye open; trouble opening left side of lips; eyes 
watering; swelling of whole face mostly on left side; hard to drink; hard to speak; This 
spontaneous case was reported by a consumer and describes the occurrence of BELL'S PALSY (left 
side of lip drooping/ trouble keeping left eye open/ trouble opening left side of lips/ eyes watering/ 
swelling of whole face mostly on left side/ hard to drink/ hard to speak) in a 36-year-old female 
patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 017C21A) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below. No medical reported 
history provided by the reporter. On 06-May-2021, the patient received second dose of mRNA- 
1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On an 
unknown date, the patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) 
(unknown route) 1 dosage form. On 06-May-2021, the patient experienced BELL'S PALSY (left side 
1345810-1 


of lip drooping/ trouble keeping left eye open/ trouble opening left side of lips/ eyes watering/ 
swelling of whole face mostly on left side/ hard to drink/ hard to speak) (seriousness criterion 
medically significant), HYPOAESTHESIA ORAL (left side of lip drooping,almost feels numb), 
OCULAR DISCOMFORT (trouble keeping left eye open), ORAL DISCOMFORT (trouble opening left 
side of lips), LACRIMATION INCREASED (eyes watering), SWELLING FACE (swelling of whole face 
mostly on left side) and DYSARTHRIA (hard to speak). The patient was treated with IBUPROFEN 
(ADVIL [IBUPROFEN]) at an unspecified dose and frequency. At the time of the report, BELL'S 
PALSY (left side of lip drooping/ trouble keeping left eye open/ trouble opening left side of lips/ 
eyes watering/ swelling of whole face mostly on left side/ hard to drink/ hard to speak), 
HYPOAESTHESIA ORAL (left side of lip drooping,almost feels numb), OCULAR DISCOMFORT 
(trouble keeping left eye open), ORAL DISCOMFORT (trouble opening left side of lips), 
LACRIMATION INCREASED (eyes watering), SWELLING FACE (swelling of whole face mostly on left 
side) and DYSARTHRIA (hard to speak) outcome was unknown. No concomitant Medications were 
provided by reporter The patient was treated with Advil (batch number: 017C21A). Based on the 
current available information and temporal association between the use of the product and the 
start date of the events a causal relationship cannot be excluded. However, more information 
regarding tests, diagnostics and treatment details are required for further evaluation.; Sender's 
Comments: Based on the current available information and temporal association between the use 
of the product and the start date of the events a causal relationship cannot be excluded. However, 
more information regarding tests, diagnostics and treatment details are required for further 
evaluation. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Symptoms ae VAERS 1D Adverse Event Description 


35 Y/O MALE WITH NO SIGNIFICANT PMH PRESENTED TO EMERGENCY ROOM WITH ACUTE 
DIFFICULTY WITH MOUTH MOVEMENTS STARTING 18 DAYS AFTER JNJ COVID VACCINE. REPORTS 
COVID19 DIFFICULTY WHISPERING, SMILING, PREVENTING LIQUIDS FROM LEAKING WHILE EATING. 
BELL'S PALSY |VACCINE | 1346758-1 | PATIENT IS UNABLE TO WRINKLE FOREHEAD, HAS SIGNFICANT WEAKNESS OF EYE CLOSURE 
(COVID19) WITH INCOMPLETE EYE CLOSURE ON BOTH EYES. NEUROLOGY DIAGNOSED PATIENT WITH 


BILATERAL PERIPHERAL FACIAL NERVE PALSY THAT IS LIKELY DUE TO GUILLAIN-BARRE 
SYNDROME VARIANT. 


COVID19 Pt states she broke out in hives 1 week after vaccine, lasted 1 day, then resolved. At the time her 
' à 2nd vaccine was due, she had sore throat, ear ache, URI, vomiting, severe HA, body aches. Tested 
BELLS PALSE CODIO ee for covid 3 times- All negative. Completed steroid and z pack. On 5/24/2021, went to ER and was 


diagnosed with Bells Palsy, placed on steroid and antiviral. 


COVID19 "Pt presented to ER with right sided facial droop and slurred speech in the am on 5/19/21. At 9pm 
BELL'S PALSY | VACCINE | 1346879-1 | on 5/18/21 family reports patient was ""normal"". CT and MRI were clear of stroke. Newly 
(COVID19) diagnosed with Bell's Palsy." 
COVID19 
BELL'S PALSY | VACCINE Bell's Palsy 
(COVID19) 
CoOVID19 Bell's Palsy with left sided facial droop, left sided eyelid lag, left sided facial numbness Treatment: 
BELL'S PALSY |VACCINE 1346934-1 : . : y , : p : " 
(COVID19) ———————_ | Prednisone 40mg x 7 days; no improvement of symptoms Currently having persistent Bell's Palsy 
COVID19 
BELL'S PALSY | VACCINE | 1346995-1 | Partial paralysis to one side of face, diagnosis of Bell's Palsy. 
(COVID19) 
COVID19 Right facial paralysis started over the weekend and was diagnosed as Bell's Palsy by me in the 
BELL'S PALSY | VACCINE | 1347017-1 | office on 5/25/21. Prednisone and artificial tears were ordered. Referral made to ophthalmologist 
(COVID19) and neurologist for further treatment recommendations. 
COVID19 . ae . PAS 
BELL'S PALSY | VACCINE | 1347120-1 a E a ae kn pre da I was told to take use artificial tear drops in eye, 
(COVID19) altrex, prednisone tapered and pecid . 
COVID19 
BELL'S PALSY | VACCINE 1347156-1 Bell?s palsy Vertigo 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1347188-1 | half of face is drooping., bell palsy 
(COVID19) 
CoOvID19 Developed Bell?s Palsy 3 1/2 weeks after vaccination. Developed peripheral neuropathy hands/feet 
BELL'S PALSY |VACCINE 1347399-1 f : 3 y " 
————~— | 4 weeks after Hypertensive crisis (No Hx of high BP) 
(COVID19) 
CoOVvID19 I had bells-palsy for 48hrs. I also had flu like symptoms for 72hrs with a fever of 104 and blue 
BELL'S PALSY |VACCINE 1347490-1 : i " 
(COVID19) = | hands. Blistering as well. 


Bell's Palsy (7th Cranial Nerve Palsy). After my second Moderna shot on 03/25/2021 against Lot # 
COVID19 040A21A I started experiencing double vision ( 4th Cranial Nerve Palsy) on 03/27/2021. Dr is 
BELL'S PALSY | VACCINE | 1347678-1 | treating me for the double vision and installed a prism film in the left eye of my glasses. I had a 
(COVID19) #10 prism installed on 04/08/2021 and it was reduced to a #6 prism on 05/21/2021. It is 


improving.I have another appointment with Dr. on 07/23/2021. 


COVID19 
BELL'S PALSY |VACCINE | 1347779-1 | Bell's palsy at right of the face 
(COVID19) 


Patient has had Bells Palsy 2 times prior. 1976 H1N1 vaccine / 2009 after having been infected 
with HiN1. No Fever at all during 14 days May 12- facial pain, body aches, head aches. May 15- all 
COVID19 symptoms continued facial swelling, loss of feeling to touch of face. Pain traveling down neck. Left 
BELL'S PALSY | VACCINE | 1348054-1 side of face dropping. Hands very cold and cramping. May 17 - body aches and headaches leave. 
(COVID19) ~~~ | All other symptoms and facial pain continues. Tingling of skin on knees begins. May 21 - knees and 
thighs begin to feel numb and tingly. This feeling of not right continues to increase and spread. 
May 24 - all facial pain increased. Legs and arms tingly and numbing feeling unsteady. May 25- 


flushing and rash appears. Arms are heavy and all other symptoms continue. 


COVID19 Developed Bell's Paulsy with mild symptoms presenting 15 days after 2nd dose. (5/19) Went to 
BELL'S PALSY | VACCINE | 1348617-1 ER, but eye droop and numbness subsided. Awoke 5/23 with full numbness on left side of face and 
(COVID19) ~~~ | went to ER. Left side entirely numb unresponsive/paralyzed from hair line down through 


tongue/gum. Started Prednisone 60mg daily and antiviral; both for 7-days. 


Bell's palsy; Tingling on right side of the tongue; Numbness on the right side of the tongue; This 
spontaneous case was reported by a consumer and describes the occurrence of BELL'S PALSY 
(Bell's palsy) in a female patient of an unknown age who received mRNA-1273 (Moderna COVID- 
19 Vaccine) (batch nos. 006N20A and 015M20A) for COVID-19 vaccination. The occurrence of 
additional non-serious events is detailed below. No Medical History information was reported. On 
09-Feb-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) 
(unknown route) 1 dosage form. On 09-Mar-2021, received second dose of mRNA-1273 (Moderna 


COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage form. On 13-May-2021, the 
patient experienced BELL'S PALSY (Bell's palsy) (seriousness criterion medically significant), 
PARAESTHESIA ORAL (Tingling on right side of the tongue) and HYPOAESTHESIA ORAL (Numbness 
on the right side of the tongue). At the time of the report, BELL'S PALSY (Bell's palsy), 
PARAESTHESIA ORAL (Tingling on right side of the tongue) and HYPOAESTHESIA ORAL (Numbness 
on the right side of the tongue) was resolving. Prednisone was prescribed but patient did not take 
the prescribed medication. Patient declined to provide the list of her maintenance medications. 
Company Comment : Based on the current available information and temporal association between 
the use of the product and the start date of the events, a causal relationship cannot be excluded. ; 
Sender's Comments: Based on the current available information and temporal association between 
the use of the product and the start date of the events, a causal relationship cannot be excluded. 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy after receiving their first dose of the Moderna Covid-19 Vaccine; This spontaneous case 
was reported by a nurse (subsequently medically confirmed) and describes the occurrence of 
BELL'S PALSY (Bell's Palsy after receiving their first dose of the Moderna Covid-19 Vaccine) in a 54- 
year-old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 
043B21A and 022C21A) for COVID-19 vaccination. No Medical History information was reported. 
On 19-Apr-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) 1 dosage form. On 17-May-2021, received second dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 19-Apr-2021, the 
1349128-1 


patient experienced BELL'S PALSY (Bell's Palsy after receiving their first dose of the Moderna 
Covid-19 Vaccine) (seriousness criterion medically significant). At the time of the report, BELL'S 
PALSY (Bell's Palsy after receiving their first dose of the Moderna Covid-19 Vaccine) outcome was 
unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not 
provide any causality assessments. Concomitant medication use was not reported. Treatment 
information was not reported. It was noted that the patient eventually went to the emergency 
room where the Bell's Palsy was diagnosed. Based on the current available information and 
temporal association between the use of the product and the start date of the event, a causal 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


relationship cannot be excluded. Further information has been requested; Sender's Comments: 
Based on the current available information and temporal association between the use of the 
product and the start date of the event, a causal relationship cannot be excluded. Further 
information has been requested 
Bell's palsy-like symptoms: left eye lid drooping, numbness in left check, lips; Bell's palsy-like 
symptoms: left eye lid drooping, numbness in left check, lips; Bell's palsy-like symptoms: left eye 
lid drooping, numbness in left check, lips/ Left shoulder, arm hand numbness and tingling/ Left leg 
numbness and tingling; Bell's palsy-like symptoms: left eye lid drooping, numbness in left check, 
lips; Left eye pain and dryness; Left eye pain and dryness; Headache behind eye; Left shoulder, 
arm hand numbness and tingling/ Left leg numbness and tingling; Elevated blood pressure; This is 
a spontaneous report from a contactable healthcare professional (patient). A 53-year-old male 
patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number and expiration 
date were unknown) at the age of 53-years-old, intramuscular in left arm on 22Apr2021 at 14:00 
at 2nd dose, single for COVID-19 immunization. Medical history was reported as none. The patient 
has no known allergies. It was unknown if the patient has COVID prior to vaccination. Concomitant 
medication included macrogol 3350 (MIRALAX). The patient previously received BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE, lot number and expiration date were not provided) at the 
COVID19 age of 53-years-old, via an unspecified route of administration on 26Mar2021 at 1st dose, single 
BELL'S PALSY |VACCINE | 1349526-1 | for COVID-19 immunization. The facility where the most recent COVID-19 vaccine was 
(COVID19) administered was at a pharmacy/ drug store. On 25Apr2021, the patient experienced Bell's palsy- 
like symptoms: left eye lid drooping and numbness in left check and lips. He also experienced left 
eye pain and dryness; headache behind the eye; left shoulder, arm, hand, and left leg numbness 
and tingling; and elevated blood pressure. The events resulted in doctor or other healthcare 
professional office/clinic visit. No treatment was given in response to the events. The patient 
underwent lab tests and procedures which included PCR nasal swab for COVID: negative on 
15Apr2021 and blood pressure: elevated on 25Apr2021. The outcome of the events was not 
recovered. Information on the lot/ batch number has been requested.; Sender's Comments: Based 
on temporal association a contributory role of BNT162B2 to the reported events cannot be totally 
excluded. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as 
part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data 
for adverse events. Any safety concern identified as part of this review, as well as any appropriate 
action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and 
Investigators, as appropriate. 


Bell's palsy after 2 weeks of my first dose of vaccine; Left half face feels numb and I am not able 
to control my left half of face.; This is a spontaneous report from a contactable consumer 
(patient). A 27-year-old female non-pregnancy patient received first dose of BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE), via an unspecified route of administration, administered in Arm 
COVID19 Left in Apr2021 (Lot Number: EWO169, at age of 27 years old) as single dose for COVID-19 
BELL'S PALSY |VACCINE | 1349548-1 | immunisation. The patient medical history was not reported. The patient's concomitant medications 
(COVID19) included: Birth control pills. The patient experienced Bell's palsy after 2 weeks of first dose of 
vaccine, left half face felt numb and patient was not able to control her left half of face on 
08May2021 10:00. Event resulted in: Doctor or other healthcare professional office/clinic visit. 
Events were reported as non-serious. The patient received treatment as Prednisone 50 mg tablet. 
The outcome of events was not recovered. 
I was suffering from it, I was not able to move my mouth so, I tell my husband I couldn't move; 
tired; had a chills; it also made my back (incomplete sentence), I have problem with my back; My 
back pain was worsen; I was getting out of breath too; I can hardly walk; Bell's Palsy/she can 
move the rest of her body except for her face; paralyzed; This is a spontaneous report from a 
contactable consumer (patient) reported for herself. A 64-years-old female patient received the 
second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of 
administration on 06May2021 at 10:15 (Batch/Lot Number: ER8736) as single dose for covid-19 
COVID19 immunisation. The medical history and concomitant medications were not reported. On DeMey2021 
BELL'S PALSY |VACCINE | 1349564-1 night the patient woke up paralyzed which was what a little bit she can find out was Bell's palsy. 
(COVID19) —— The patient was not able to move her mouth so, she tell her husband she couldn't move. The 
patient was also tired and had a chills too and other than that it also made her back (incomplete 
sentence), the patient have problem with her back. Her back pain was worsen for some reason. 
The patient do not know if it was from the shot or what. She have concerns with paralysis. The 
patient can hardly walk and it was outside and it will take a little while. She got a bad back, a bad 
her and a bad shoulder. The patient was falling apart. Hopefully she can get a new her and a new 
shoulder. The patient was getting out of breath too. Other things are tiredness and my back 
hurting a lot. Yesterday she was like getting tired and out of breath, usually she do not get out of 
breath like this. The outcome of the events was unknown. 


COVID19 Bells Palsy. Symptoms began on 4/21/2021 with alteration of taste. On 4/22/21, tingling on right 
BELL'S PALSY | VACCINE | 1350385-1 side of the face began in the morning. At 2pm unable to talk, face drooping and eye tearing. Went 
(COVID19) “~~ | to ER and testing ruled out stroke. Admitted for further observation and testing. Discharged on 
4/23 with Prednisone 60mg x 6 days and Valtrex x 6 days 


(COVID19) Diagnosis: Bells Palsy 


COVID19 i 7 : . 
BELL'S PALSY |VACCINE | 1350693-1 Began with prome a oe tar oaks loss of iste 05/18/2021- Developed facial drooping and 


COVID19 bs be ; f : ee i i i 
BELL'S PALSY | VACCINE | 1350623-1 5 days after injection developed right sided face and lip numbness, tingling, burning, swelling. 
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1350733-1 


1350795-1 


1351123-1 
1351205-1 
1351313-1 


1351517-1 


1351678-1 
1351696-1 


"She got her vaccine, it was more painful, she had fever, she spent 2 days just sleeping due to 
being tired. She felt as if she was ""out of it"". She was not focused to work on the computer, to do 
school work and decided to not do that. She is a multitasker and was hard for her to get on her 
treadmill as she was off balanced and could not do that. She just had a brain fog, memory 
problems, was off doing her homework and reading things, but the clarity and focus was not there. 
She knew the answers to her tests, but when she was writing down it was not being written down 
as the answers in her head and was scoring low on her tests. She was also not sleeping. She has a 
fit-bit and averaging between 3-1/2 to 4 1/2 hours of sleep. She just felt out of it and this was 
through the month of April. Then on 5/8/21 she felt like something was in her eye, she had dyed 
her hair and put eye drops in her eye. She did correlate anything with the vaccine yet. Then 
Sunday morning (Mother's day), she observed something and was so tired and decided to go back 
to sleep. Then she woke up and the eye and the face started twisting and was paralyzed on the left 
side. Her speech was not clear and the automatic thing was to speak slower and it would fix itself, 
and what was going on. (She had a prior TIA). She thought of a stroke coming to mind, and 
decided she needed to take action and went to the ER by ambulance. Once she was in the ER, they 
did an EKG, did CT scan and an MRI to see if there was anything going on for a stroke or sign of a 
stroke, which there was not according to the paperwork and results. Not felt to be related to her 
heart either. They diagnosed her with Bell's palsy and sent her results to a neurologist for them to 
do their assessment. They were relieved that it was not a stroke. She went to the neurologist the 
following week and felt that there seemed to be some white matter on her CT. She finished the 
medication that she was given, and was told that he was going to do a phone appointment, and 
she refused to have that and said that he could not see the differences in her face and the 
progress over the phone. She was not able to breath out of her left nostril and was getting worse, 
having pain and wanted to find answers and they did see her in the office. They did EMG's, 
checked her eyes and said that she was fine, and asked why did it seem that it was getting worse. 
She felt like her skin was coming off her spine, and feels a pull. He suggested doing an MRI of her 
spine and her face, and suggested an EMI to see if there was damage to her nerves. She had 
shingles in the past and was already having difficulties lifting her arm and had suggestions. She 
also saw her acupuncturist who did not touch her face and did needling on her body and she was 
able to swallow better, and was informed not to do them on her face. She also had a telemed APT 
and was OK'd to have acupuncture on her head but again not her face. She was still on the 
steroids, and had information and paperwork that she had researched and asked him questions to 
educate her and help her. Her daughters have been doing research and told her that maybe she 
needed a different neurologist. She called the nurse line at the clinic who advised her to stay 
where she was and see what he had to offer. She is doing warm towels in the morning and evening 
and she?s able to get some relief and sleep. She finds that her brain is working better and that it is 
going to take some time for this to heal. She had testing for AVM?s during her chemo and she had 
no indication for that. In November and December 2019, she was really sick with URI and was on 
breathing treatments and was one step away from pneumonia and was not able to work. She took 
an antibodies test in March and had antibodies. She then had COVID in her household in December 
of 2019, but was tested several times and tested negative for that. She was diagnosed with cancer 
when she hit her head on a cabinet at work, and noticed that she had scarring, which she thought 
was from chicken pox and shingles. Her chicken pox left scars on her lungs and she did not take 
medication for that due to driving her kids back and forth to school and not wanting to be under 
medication effects. The ER followed up with her after telling her that she needed to see a doctor. 
She went to a cancer center and had biopsies and they lost her specimens at the hospital. She 
ended up having to get another test and was diagnosed with a very aggressive cancer, and told her 
she needed surgery. She had laparoscopic thoracic surgery and they removed 3/4 of her lung. She 
had chemo for 5-6 months, and was antibiotics the entire time due to infections. At one point she 
was excreting skin from the chemo. They inadvertently found out that a nurse had given other 
patient's wrong chemo and was fired from being a chemo nurse. She has been under a great deal 
of stress. Now since doing the warm towels her symptoms are better, the nerve is not as tight. It 
goes from the top of her brow all the way to her chin on the left side, it goes in sections. It was in 
the middle first, from there it goes up above and bulges on the top of her brow, and then with 
warm towels it progresses to a bulge on her face. She can't breath out of her left nostril and uses 
saline to keep it moisturized. She can blow her nose if she pulls her nose towards the left. She 
uses the salt water rinses in her mouth as she feels everything is pulling to the right including her 
neck. She was given a salve from her acupuncturist that has helped as well. She does self pictures 
throughout the day to see her progress of this process." 


Bells Palsy - Right sided facial paralysis with inability to fully close right eye. Treated with 1 week 
of 60mg prednisone, artificial eye drops, and artificial eye ointment. 


On 04/25/21, my face felt like I was having an allergic reaction, but wife couldn't understand my 
speech. So, we rushed to hospital (emergency room) and Dr diagnosed Bell's Palsy. Recommended 
I see a neurologist. Neurologist confirmed the diagnosis. 


I developed Bell's Palsy 


Bells Palsey 


I received my first Moderna shot on March 22 and my second on April 19. I had very bad side 
effects both times, though the second was worse with chills, dizziness, some light fever, body 
aches, sweating. This lasted up to two weeks after my second dose. I hardly ever take sick time 
off, but I had to leave work several times due to vaccine symptoms showing up. A month later, 
around May 15th, I started to feel a waxy feeling on the roof of my mouth and I had noticed even 
before this that I couldn't whistle like I normally can. By May 23, I went to the ER for facial 
paralysis on my right side. I was diagnosed with Bell's palsy. At this moment it's just my face, no 
other body parts. 


Bell?s palsy: numb right half of face and tongue. Started as a numb tongue with no taste and next 
day turned into my whole jaw and cheek being numb. Now my eye won?t close, right facial 
paralysis. There?s also pain behind my ear along with sensitivity to loud noises. 


Bell?s Palsy on left side of face/eye 


Symptoms a VAERS 1D Adverse Event Description 


Approximately 40 hours after 2nd Pfizer vaccine, I developed partial facial paralysis. It became so 
COVID19 bad the following day, I went to Urgent Care near my home. I was afraid I was having a stroke, so 
BELL'S PALSY | VACCINE | 1351909-1 did not attempt to drive to my regular doctor. The PA on staff at UC diagnosed Bell's Palsy, and 
(COVID19) “~~~ | prescribed 7 days of an anti-viral plus prednisone. I am now almost 11 weeks out from the initial 
diagnosis, and although I have some facial movement, full movement has not returned. I am a 


professional flutist, and am devastated that I cannot form my embouchure to play my flute. 


COVID19 ?Pfizer-BioNTech COVID-19 Vaccine EUA? Took my first shot on 4/16/21 and on 5/8/21 symptons 
BELL'S PALSY | VACCINE | 1352358-1 started and on 5/9/21 was diagnosed with having Bell's Palsy on the right side of my face. Doctor 
(COVID19) “~~ | advised not to take my second Pfizer shot on 5/11/21 until recover which could take up to 8 weeks 


or longer. 


Bell's palsy; Trigeminal neuralgia; Can not tolerate loud noises; Jaw still hurts; Double vision in 
right eyes; This spontaneous case was reported by a consumer (subsequently medically confirmed) 
and describes the occurrence of BELL'S PALSY (Bell's palsy) in a 57-year-old female patient who 
received MRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 029A21A and 025A21A) for COVID- 
19 vaccination. The occurrence of additional non-serious events is detailed below. No Medical 
History information was reported. On 11-Mar-2021, the patient received first dose of MRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 08-Apr-2021, received second 
dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 
dosage form. On 11-Apr-2021, the patient experienced BELL'S PALSY (Bell's palsy) (seriousness 

COVID19 criterion medically significant), TRIGEMINAL NEURALGIA (Trigeminal neuralgia), HYPERACUSIS 

BELL'S PALSY | VACCINE | 1353066-1 | (Can not tolerate loud noises), PAIN IN JAW (Jaw still hurts) and DIPLOPIA (Double vision in right 

(COVID19) eyes). At the time of the report, BELL'S PALSY (Bell's palsy), TRIGEMINAL NEURALGIA (Trigeminal 
neuralgia), HYPERACUSIS (Can not tolerate loud noises), PAIN IN JAW (Jaw still hurts) and 
DIPLOPIA (Double vision in right eyes) outcome was unknown. For mMRNA-1273 (Moderna COVID- 
19 Vaccine) (Intramuscular), the reporter did not provide any causality assessments. Concomitant 
products were not provided/unknown. The patient went to the emergency room twice. She was put 
on a steroid by her doctor. She is undergoing treatment with a neurologist. Company Comment: 
Based on the current available information and temporal association between the use of the 


product and the start date of the event, a causal relationship cannot be excluded.; Sender's 
Comments: Based on the current available information and temporal association between the use 
of the product and the start date of the event, a causal relationship cannot be excluded. 


diagnosis of Bell's Palsy; This spontaneous case was reported by a non-health professional and 
describes the occurrence of BELL'S PALSY (diagnosis of Bell's Palsy) in a 60-year-old female patient 
who received MRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. No Medical 
History information was reported. On an unknown date, the patient received dose of MRNA-1273 
COVID19 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an unknown date, the patient 
1353072-1 experienced BELL'S PALSY (diagnosis of Bell's Palsy) (seriousness criterion medically significant). 


PECES TALOT (cons) At the time of the report, BELL'S PALSY (diagnosis of Bell's Palsy) outcome was unknown. The 
action taken with MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. No 
concomitant medications were provided. No treatments were provided. Very limited information 
regarding the events has been provided at this time. Further information has been requested.; 
Sender's Comments: Very limited information regarding the events has been provided at this time. 
Further information has been requested. 


Bell's Palsy; Soreness in arm; Cries all the time; Can't eat or drink right; Doesn't want to go out in 
public; Swelling; Redness; This spontaneous case was reported by a consumer (subsequently 
medically confirmed) and describes the occurrence of BELL'S PALSY (Bell's Palsy) in a 51-year-old 
female patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 016C21A) for 
COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. No 
Medical History information was reported. On 26-Apr-2021, the patient received first dose of 
MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 14-May-2021, the 
patient experienced BELL'S PALSY (Bell's Palsy) (seriousness criteria hospitalization and medically 
significant). On an unknown date, the patient experienced PAIN IN EXTREMITY (Soreness in arm), 
CRYING (Cries all the time), FEEDING DISORDER (Can't eat or drink right), SOCIAL AVOIDANT 
BEHAVIOUR (Doesn't want to go out in public), VACCINATION SITE SWELLING (Swelling) and 
COVID19 VACCINATION SITE ERYTHEMA (Redness). The patient was hospitalized on 14-May-2021 due to 
BELL'S PALSY |VACCINE | 1353107-1 | BELL'S PALSY. At the time of the report, BELL'S PALSY (Bell's Palsy), PAIN IN EXTREMITY (Soreness 
(COVID19) in arm), CRYING (Cries all the time), FEEDING DISORDER (Can't eat or drink right), SOCIAL 
AVOIDANT BEHAVIOUR (Doesn't want to go out in public), VACCINATION SITE SWELLING 
(Swelling) and VACCINATION SITE ERYTHEMA (Redness) outcome was unknown. DIAGNOSTIC 
RESULTS (normal ranges are provided in parenthesis if available): On 14-May-2021, Computerised 
tomogram: Diagnosed with Bell's palsy. The action taken with MRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) was unknown. Treatment included steroids, eye drops, and eye ointment 
which was given at the emergency room It was reported that the patient was not taking any prior 
concomitant medications. The pharmacy where she received her first dose told her she should not 


get the second dose. Based on the current available information and temporal association between 
the use of the product and the start date of the events, a causal relationship cannot be excluded.; 
Sender's Comments: Based on the current available information and temporal association between 
the use of the product and the start date of the events, a causal relationship cannot be excluded. 


Bell Palsy; tiredness; This spontaneous case was reported by a consumer (subsequently medically 
confirmed) and describes the occurrence of BELL'S PALSY (Bell Palsy) in a 65-year-old male patient 
who received mMRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 004M20A) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below. No medical history 
provided by reporter. Concomitant products included CARVEDILOL (COREG) and RAMIPRIL for an 
unknown indication. On 19-Feb-2021, the patient received second dose of MRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 19-Feb-2021, the patient experienced 
1353108-1 
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FATIGUE (tiredness). On 15-May-2021, the patient experienced BELL'S PALSY (Bell Palsy) 
(seriousness criterion medically significant). On 21-Feb-2021, FATIGUE (tiredness) outcome was 
unknown. At the time of the report, BELL'S PALSY (Bell Palsy) outcome was unknown. The patient 
went to the Emergency Room on 15-May-2021 and was diagnosed with Bell Palsy. No relevant 
concomitant medications were reported. No treatment information was provided. Based on the 
current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded. This case was linked to MOD- 
2021-137738 (Patient Link).; Sender's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded. 


Symptoms ees VAERS 1D Adverse Event Description 


Losing breathe; Paralysis of face; Bells Palsy; Guillain-Baire syndrome,; Numbness in hands; Could 
not swallow; Tingly in hands; Impaired vision; Speech impairment; Could not walk; Paralysis in his 
head from neck up.; Pneumonia; Totally impaired; This spontaneous case was reported by a 
consumer and describes the occurrence of PARALYSIS (Paralysis in his head from neck up.), 
PNEUMONIA (Pneumonia), DYSPNOEA (Losing breathe), FACIAL PARALYSIS (Paralysis of face), 
BELL'S PALSY (Bells Palsy), GUILLAIN-BARRE SYNDROME (Guillain-Baire syndrome, ), 
HYPOAESTHESIA (Numbness in hands), DYSPHAGIA (Could not swallow), LOSS OF PERSONAL 
INDEPENDENCE IN DAILY ACTIVITIES (Totally impaired), PARAESTHESIA (Tingly in hands), VISUAL 
IMPAIRMENT (Impaired vision), SPEECH DISORDER (Speech impairment) and GAIT DISTURBANCE 
(Could not walk) in a 61-year-old male patient who received mMRNA-1273 (Moderna COVID-19 
Vaccine) for COVID-19 vaccination. The patient's past medical history included Plasmapheresis in 
April 2021, Feeding tube insertion in April 2021, Tracheostomy tube insertion in April 2021 and 
Mechanical ventilation in April 2021. On 16-Mar-2021, the patient received first dose of mRNA- 
1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 13-Apr-2021, received 
second dose of MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 
1 dosage form. On 15-Apr-2021, the patient experienced PARALYSIS (Paralysis in his head from 
neck up.) (Seriousness criteria hospitalization, disability, medically significant and intervention 
required), PNEUMONIA (Pneumonia) (seriousness criterion medically significant), DYSPNOEA 
(Losing breathe) (seriousness criteria hospitalization, medically significant, life threatening and 
COVID19 intervention required), FACIAL PARALYSIS (Paralysis of face) (seriousness criterion hospitalization), 
BELL'S PALSY | VACCINE | 1353114-1 BELL'S PALSY (Bells Palsy) (seriousness criterion hospitalization), GUILLAIN-BARRE SYNDROME 
(COVID19) e (Guillain-Baire syndrome, ) (seriousness criteria hospitalization, disability, medically significant, life 

threatening and intervention required), HYPOAESTHESIA (Numbness in hands) (seriousness 
criteria hospitalization and medically significant), DYSPHAGIA (Could not swallow) (seriousness 
criteria hospitalization and medically significant), LOSS OF PERSONAL INDEPENDENCE IN DAILY 
ACTIVITIES (Totally impaired) (seriousness criterion disability), PARAESTHESIA (Tingly in hands) 
(seriousness criterion hospitalization), VISUAL IMPAIRMENT (Impaired vision) (seriousness 
criterion hospitalization), SPEECH DISORDER (Speech impairment) (seriousness criterion 
hospitalization) and GAIT DISTURBANCE (Could not walk) (seriousness criterion hospitalization). At 
the time of the report, PARALYSIS (Paralysis in his head from neck up.) had not resolved and 
PNEUMONIA (Pneumonia), DYSPNOEA (Losing breathe), FACIAL PARALYSIS (Paralysis of face), 
BELL'S PALSY (Bells Palsy), GUILLAIN-BARRE SYNDROME (Guillain-Baire syndrome, ), 
HYPOAESTHESIA (Numbness in hands), DYSPHAGIA (Could not swallow), LOSS OF PERSONAL 
INDEPENDENCE IN DAILY ACTIVITIES (Totally impaired), PARAESTHESIA (Tingly in hands), VISUAL 
IMPAIRMENT (Impaired vision), SPEECH DISORDER (Speech impairment) and GAIT DISTURBANCE 
(Could not walk) outcome was unknown. Non-drug therapy included: The patient had 7 
plasmapheresis, trachea to breathe, feeding tube and put on a ventilator. Company Comment: 

B 


Based on the current available information and temporal association between the use of the 
product and the start date of the events, a causal relationship cannot be excluded. This case was 
linked to MOD-2021-141559 (Patient Link).; Sender's Comments: Based on the current available 
information and temporal association between the use of the product and the start date of the 
events, a causal relationship cannot be excluded. 


received within 2 weeks of vaccination. Prior to vaccination, the patient was not diagnosed with 
COVID-19. Since the vaccination, has the patient has not been tested for COVID-19. Information 
on Lot/Batch number was available. Additional information has been requested 


"felt like Bell's palsy like a paralysis in my face; Swelling in face; This is a spontaneous report from 
a contactable consumer (the patient). A 63-year-old female patient received the first dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot Number: EW0168) via an unspecified route 
of administration, administered in Arm Right on 11May2021 10:00 at age of 63-year-old at single 
COVID19 dose for COD 2 immuntsatian) Medical history included Bell's palsy (reported as "I had in my 
BELL'S PALSY |VACCINE | 1353538-1 life I had Bell's palsy ). No other medical history. There were no concomitant medications. On 
(COVID19) ana 11May2021, the patient had like some swelling in her face and she was still having it. She had in 
her life she had Bell's palsy and that was what it felt like, it felt like paralysis in her face (also 
reported as ""felt like bell's palsy like a paralysis in my face"") and she wondered if she had to go 
to the emergency room. No treatment received for the events. No investigation assessment. The 


outcome of event ""swelling in face 


was not recovered, the outcome of event ""felt like bell's 
palsy like a paralysis in my face"" was unknown." 


COVID19 
BELL'S PALSY | VACCINE | 1353928-1 | facial weakness/ eye issues/bells palsy Narrative: 
(COVID19) 


4/18/21 - Patient reports waking @ 7 am with fever, chills, severe fatigue. and mental confusion. 
These symptoms progressively worsened over the course of the day until 9 pm when patient 
reports developing severe right sided facial pain 10/10 radiating from behind right ear, throughTMJ 
COVID19 to nose and up into right eye. Pain was accompanied with dystonia presenting as involuntary 
1354187-1 


Bells Palsy; This is a spontaneous report from a contactable consumer. This consumer (patient) 
reported that the 58-year-old female patient received second dose of bnt162b2 (BNT162B2, Pfizer 
COVID 19), via an unspecified route of administration, administered in Arm Right on 27Mar2021 
10:00AM (Batch/Lot Number: EM6208) as 2nd dose, single for covid-19 immunisation. The patient 
medical history was not reported. The patient's concomitant medications were not reported. The 
patient previously took first dose of bnt162b2 (BNT162B2, lot number: EN6203) on 
06Mar2021,10:00 AM in Right arm for covid-19 immunisation. The patient experienced bells palsy 
COVID19 (medically significant) on 12Apr2021 23:00 with outcome of recovering. Therapeutic measures 
ELL'S PALSY | VACCINE | 1353487-1 | were taken as a result of bells palsy included Steroids and antibiotic. The clinical course was 
(COVID19) reported as follows: Im not sure it was the shot. But they said to report it. After 2 weeks and 1 day 
I came down with Bells Palsy.Ae resulted in [Emergency room/department or urgent care]. No 
covid prior vaccination. No covid tested post vaccination. No known allergies. Facility where the 
most recent COVID-19 vaccine was administered was other. The patient did not receive any other 
vaccines within 4 weeks prior to the COVID vaccine. List of any other medications the patient 


7 muscle spasms of the right eye and jaw muscles and progressed to palsy of the right eye. Patient 
PELES TADON ICOVIDiÐ) reports fever and malaise subsided 4/19/21 but dystonia and palsy continued along with severe 
facial pain. Patient reports ibuprofen reduced pain level to 8/10, but pain level prevented patient 
from sleeping. Patient reports pain, dystonia and intermittent palsy were still present when she 
reported to our clinic on 5/1/21. After a course of 3 acupuncture treatments, patient reports all 
pain, dystonia and palsy have subsided. 


Symptoms ae VAERS 1D Adverse Event Description 


Bilateral facial paralysis - symptoms started on the right on April 21, 2021. Patient was seen by 
PCP on April 22, 2021 and started on Valtrex and steroids for the treatment of Bell's Palsy. On April 
COVID19 24, 2021 the left side developed paralysis as well. Patient was seen in the ED. Labs, MRI and CT of 
BELL'S PALSY | VACCINE the head were performed. Lumbar puncture was attempted but unsuccessful. Patient was — 
(COVID19) discharged home and had lumbar puncture as outpatient on April 29, 2021 as well as additional 
blood work. Tests showed no malignancy or infectious etiology. He was started on another round of 
steroids on May 7, 2021. Started physical therapy the following week. Still has minimal facial 
mobility at the time of this submission. 

COVID19 
BELL'S PALSY |VACCINE | 1354478-1 | Face paralysis on the left side within 10 hours of the injection. More severe each day. 
peusonsr (COVID19) srs 

COVID19 
BELL'S PALSY | VACCINE 
pecs ony (COVID19) 

COVID19 
BELL'S PALSY | VACCINE 
pasonsr (COVID19) 


Pain, Bells Palsey 


Bells Palsy right side of face, symptoms started within 1 hour of injection. 


Bell's Palsy 


Patient presented to her primary care provider on 2/11/2021 with right ear pain, numbness on 
right side of face and head, full feeling on right side of throat and right eye dryness. Patient had 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 
received 2nd dose of Pfizer COVID19 vaccine on 2/2/2021 and started feeling itchy from head to 
tow that lasted 24 hours. Was diagnosed with Bell's Palsy at this visit. She then presented to the 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 
Emergency Department on 2/13/2021 with shortness of breath. 


Patient presented to her primary care provider on 2/11/2021 with right ear pain, numbness on 
COVID19 right side of face and head, full feeling on right side of throat and right eye dryness. Patient had 
BELL'S PALSY |VACCINE | 1354999-1 | received 2nd dose of Pfizer COVID19 vaccine on 2/2/2021 and started feeling itchy from head to 
(COVID19) tow that lasted 24 hours. Was diagnosed with Bell's Palsy at this visit. Patient then presented to 


the Emergency Dept on 2/13/2021 with shortness of breath. 


COVID19 
BELL'S PALSY |VACCINE Numbness and information if left side of face. Diagnosis Bell's Palsey 
(COVID19) 


Bells palsy; This spontaneous case was reported by a pharmacist and describes the occurrence of 
BELL'S PALSY (Bells palsy) in a 71-year-old female patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. 008C21A) for COVID-19 vaccination. No Medical History information 
was reported. On 25-Apr-2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 
Vaccine) (unknown route) 1 dosage form. On an unknown date, the patient experienced BELL'S 
PALSY (Bells palsy) (seriousness criterion medically significant). At the time of the report, BELL'S 

COVID19 PALSY (Bells palsy) outcome was unknown. The action taken with MRNA-1273 (Moderna COVID-19 

BELL'S PALSY |VACCINE | 1357104-1 | Vaccine) (Unknown) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown), the 

(COVID19) reporter did not provide any causality assessments. No relevant concomitant medications were 
reported. Pharmacist wanted to know if they should receive the second dose of the vaccine. 
Treatment information was not provided. Company Comment: Based on the current available 
information and temporal association between the use of the product and the start date of the 
event, a causal relationship cannot be excluded.; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the start date 
of the event, a causal relationship cannot be excluded. 


COVID19 "pt reports ""eye twitching"" that developed later that night following the vaccine, and then after a 
BELL'S PALSY | VACCINE couple more days, noticed he had lost muscle tone on one side of face when he tried to drink some 
(COVID19) water and in was running out of his mouth ; he went to the ER and was diagnosed with Bell's 
Palsy; he began treatment with prednisone 20 mg, 3 tablets daily for 7 days" 


Symptoms ees VAERS 1D Adverse Event Description 


delayed Bell's palsy like event; worsened condition; nasal sounds; Prickling/tingling sensation; 
Right face had been slightly numb; meniere disease; This spontaneous case was reported by a 
consumer (subsequently medically confirmed) and describes the occurrence of MENIERE'S 
DISEASE (meniere disease) in a 35-year-old male patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch nos. 027L20A and 024M20A) for COVID-19 vaccination. The occurrence 
of additional non-serious events is detailed below. Concurrent medical conditions included 
Hypertension since 01-Jan-2014. Concomitant products included LISINOPRIL for an unknown 
indication. On 09-Jan-2021 at 3:45 AM, the patient received first dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (unknown route) 1 dosage form. On 06-Feb-2021, received second dose of 
mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage form. 
On 31-Jan-2021, the patient experienced MENIERE'S DISEASE (meniere disease) (seriousness 
criterion medically significant), CONDITION AGGRAVATED (worsened condition) and NASAL 
DISCOMFORT (nasal sounds). 31-Jan-2021, the patient experienced PARAESTHESIA 
(Prickling/tingling sensation) and HYPOAESTHESIA (Right face had been slightly numb). The 
patient was treated with ACETAZOLAMIDE at an unspecified dose and frequency. At the time of the 
report, MENIERE'S DISEASE (meniere disease), CONDITION AGGRAVATED (worsened condition) 
and NASAL DISCOMFORT (nasal sounds) had not resolved and PARAESTHESIA (Prickling/tingling 
sensation) and HYPOAESTHESIA (Right face had been slightly numb) outcome was unknown. The 
patient stated that the headache tinnitus and ear pressure continued after dose 2. the patient 
started having nasal sounds, took over the counter medications (Sudafed, Afrin, Tylenol, 

COVID19 Ibuprofen) but no improvement and went to the health clinic where doctor prescribed neomycin 

BELL'S PALSY | VACCINE | 1357131-1 | and polymyxin drops and amoxicillin. Patient went to ENT (Feb 25) who diagnosed Menier's disease 

(COVID19) and prescribed 5 day course of Prednisone and that afternoon experienced pronounced paresthesia 
(from the right lip to the temple). On 27 Feb 21, the patient experienced heart palpatations likely 
from prednisone and/or anxiety, went to ER had Chest X-ray, EKG, bloodwork and was discharged 
a few hours. Headaches and facial pressure came off while on prednisone. March 2-3 come off 
prednisone, headaches and pressure return, along with paresthesia continuing and again went to 
ER. All labs, MRI and CT scan came back normal. March 3 went to see neurologists and had blood 
work and MRI which was unremarkable. March 5 MRI with and without contrast showed is a vein 
near auditory canal on left side, followed up EEG but unremarkable. Started on Claritin mid-March 
for a week, headaches and pressure go from constant to occasional and Zyrtec, Singulair 
(prescribed), and Flonase (prescribed), but no significant improvement next few weeks. On 02 
April 21, was diagnosed with autoimmune attack of cranial nerves likely because of vaccine and 
was prescribed Nortriptyline for 1 month for headaches. On 07 April 21, hearing test came back 
normal, and mid-April headaches and pressure completely stopped but tinnitus remains. Again, 
started taking prednisone but no improvement. 04 May 21, nortriptyline was stopped, was 
prescribed acetazolamide after suggesting delayed Bell's Palsy like reaction. 10 May 21, 
immunologist also suggested delayed Bell's Palsy like reaction that may or may not be vaccine 
caused. Tinnitus responded to acetazolamide. Based on the current available information and 


temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded.; Sender's Comments: Based on the current available information 
and temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded. 


"signs of a transient ischemic attack; lost control of the left side of the face and possibly of the left 
side of his body; lost control of the left side of the face and possibly of the left side of his body; 
elevated blood pressure 180/100 and came down to 140/100 after the one-hour long episode; 
weakness; This is a spontaneous report from a contactable consumer (patient's son) via Medical 
Information team. A 52-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, Solution for injection), via an unspecified route of administration on O8May2021 at 
15:30 (at the age of 52 years old) (Batch/Lot number: EW0176, Expiration date was unknown) as 
the 2nd dose, single for COVID-19 immunization. The patient previously received the 1st dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; Batch/Lot number: ER8730, Expiration date 
was unknown) on 17Apr2021 at 2:30 PM (at the age of 52 years old) for COVID-19 immunization. 
The vaccine was not administered at the military facility. Relevant medical history included ongoing 
high cholesterol, ongoing high low density lipoproteins (LDLs), ongoing high triglycerides, and 
patient might have borderline diabetes, possibly prediabetic, but the reporter was not quite sure. 
The patient had family history of heart problems. The patient was taking unspecified concomitant 
medications, but the reporter did not know the medications that the patient was taking. It was also 
reported that the patient was not completely compliant with his medications. The patient had no 

COVID19 additional vaccines administered on the same date of the Pfizer suspect. Prior to vaccinations 

BELL'S PALSY | VACCINE | 1357226-1 | (within 4 weeks), the patient had no other vaccinations and there were no adverse events (AEs) 

(COVID19) following prior vaccinations. The reporter stated that in the morning at the time of the report on 
13May2021, about 5 days after the second COVID-19 vaccine, the patient had signs of a transient 
ischemic attack; he lost control of the left side of the face and possibly of the left side of his body; 
he had elevated blood pressure 180/100 and came down to 140/100 after the one-hour long 
episode; and he experienced weakness, but was able to move around. At the time of the report, 
the patient was on his way to the emergency room (ER). The event ""loss of control of left side of 
face"" did require a visit to the emergency room. It was further reported that the patient had signs 
of a transient ischemic attack and loss of control of the left side of his face and maybe the left side 
of his body, but the reporter was not sure; he also had some weakness and this episode lasted 
about an hour during which time the patient's blood pressure was 180/100. After the hour, his 
blood pressure came down to about 140/100. The patient was able to move around and on the 
way to the emergency department. No further information was available regarding the patient's 
visit to the emergency room at the time of the report. The reporter was asking for information on 
transient ischemic attacks and the Covid 19 vaccine and if there were reports of strokes as well. 
The reporter stated his family called several doctor friends and doctor relatives and based on the 
patient's symptoms, it seemed likely that he had a transient ischemic attack. The outcome of the 
events was unknown." 


Symptoms ees VAERS 1D Adverse Event Description 


sore throat/her throat started hurting very bad and it does not have any signs of stopping; 
concerned about signs of Bell's palsy; numbness that goes under her chin and down throat then 
from her tongue to the back of her throat/cheeks and lips went numb/numbness was all over her 
face bilaterally/numbness tongue down her throat; numbness that goes under her chin and down 
throat then from her tongue to the back of her throat/cheeks and lips numb; numbness that goes 
under her chin and down throat then from her tongue to the back of her throat/cheeks and lips 
numb; lip and right cheek got very tingly/tingling in cheeks and lips; lip and right cheek got very 
tingly/tingling in cheeks and lips; pounding headache; lightheadedness and dizziness; severe left 
ear pain; This is a spontaneous report from a contactable nurse (patient). A 43-year-old female 
patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of 
administration in right arm on 13May2021 at 09:30 am (at the age of 43 years old) (Lot Number: 
EW0162; Expiration Date: Jul2021) as 1st dose, single for COVID-19 immunization. Medical history 
and concomitant medications reported as none. The patient reported that she got the first dose of 
the Pfizer COVID-19 vaccine on 13May2021 at 09:30am. At 09:54am, she noticed her lip and right 
cheek got very tingly/tingling in cheeks and lips and at 10:04 am she had numbness that goes 
under her chin and down throat then from her tongue to the back of her throat/both cheeks and 
lips went numb. Then at 12:00 noon, the intense numbness was all over her face bilaterally and 
had numbness tongue down her throat. At 13:45, her throat started hurting very bad and it does 
not have any signs of stopping and so she is concerned about signs of Bell's palsy. The patient 
confirmed that she did not have loss of muscle control, she can still swallow and breathe. She 
COVID19 confirmed that she has no signs of stroke. But had severe left ear pain since the vaccine. The 
ELL'S PALSY | VACCINE | 1357229-1 patient did not think this is an emergency. She was told to report these to Pfizer. The patient was 
(COVID19) -e | not sure if she should get the second vaccine and wondered if these were all normal. She declined 
to provide primary care provider details stating she hasn't been seen by one in a while. She stated 
that the soreness/hurting of throat was not there at first but is getting worse and also her tongue 
is also going numb and it's going down the throat. She did not have any weakness, but has 
pounding headache, some lightheadedness and dizziness, and sore throat on 13May2021. She has 
not been seen by provider and has not been to emergency room. She did call her family doctor and 
was instructed to go to the emergency room, but she wanted to see if the symptoms would 
subside first and notify Pfizer. No other vaccines given the same time on 13May2021 and no other 
vaccines 4 weeks prior. No problems with vaccines in the past. Outcome of the event severe ear 
pain was unknown, while not yet recovered from the remaining events. The events Bell's palsy, lip 
and right cheek got very tingly/tingling in cheeks and lips, numbness that goes under her chin and 
down throat then from her tongue to the back of her throat/cheeks and lips went numb/numbness 
was all over her face bilaterally/numbness tongue down her throat, sore throat/her throat started 
hurting very bad and it does not have any signs of stopping, pounding headache, and 
lightheadedness and dizziness were assessed as serious (medically significant). Information on 
Lot/Batch number was available. Additional information has been requested.; Sender's Comments: 
A causal association between BNT162B2 and the reported events cannot be excluded based ona 


temporal relationship. The impact of this report on the benefit/risk profile of the Pfizer product is 
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 
aggregate data for adverse events. Any safety concern identified as part of this review, as well as 
any appropriate action in response, will be promptly notified to Committees, and Investigators, as 
appropriate. 


B 
I can't eat; can talk now unlike before; Vomiting; Nauseated; I had a Bell's palsy after the vaccine; 
temperature happened; body ache; My lymph nodes are swollen; This is a spontaneous report 
from a contactable consumer (patient). A 58-year-old female patient received bnt162b2 (Pfizer 
COVID-19 vaccine), dose 2 via an unspecified route of administration, administered in left arm on 
08Jan2021 (Lot Number: EL1283) as single dose for COVID-19 immunization. Medical history 
included hypertension, asthma and gallstones from an unknown date and unknown if ongoing. 
Concomitant medication included lisinopril taken for an unspecified indication, start and stop date 
were not reported. The patient previously received 1st dose of bnti62b2 (Pfizer COVID-19 
vaccine), via an unspecified route of administration, administered in left arm on 21Dec2020 (Lot 
Number: EH9899) as single dose for COVID-19 immunization. Second dose was on 08Jan2021 and 
then after that, the patient had those like lower mouth pain, experienced a headache and the 

COVID19 temperature and the body ache and everything all happened. Lymph nodes are swollen already 
BELL'S PALSY | VACCINE | 1357298-1 and so patient went to doctor and they gave Augmentin (treatment) on 17Jan2021. The patient 
(COVID19) ~~ | saw how her face was looking, she had a Bell's palsy after the vaccine. She didn't worked since 

January until the time of report because of so many tests that she did and have spent a lot of 
money already. She was depressed for how many months and can't eat and face has droop and 
eyes was hurting a lot, it is kind of emotional thing and spending a lot of money already on tests 
and everything. Still experiencing Bell's palsy, still have some droop in face but can talk now unlike 
before but every time she talks there is saliva coming out in left face. For the treatment of events: 
they gave Augmentin, that is the antibiotic, the tablet, 3 times a day. The other one is Valtrex, 1 
gram, three times a day also. There is another one, it is Medrol, one tablet three times a day. Also, 
as patient was having the headache that time, taking (not clear) two tablets every six hours. Anti- 
nausea over the counter medicine as needed because of vomiting and nauseated always that time. 
The Medrol they gave twice on that time after she finish the first Medrol, they gave her Prednisone 
three times a day also. Outcome of event Bell's palsy was not recovered, for event can talk now 
unlike before was recovering, for the other events was unknown. 

B 


Suffered from a severe migraine for three days starting on the day of the 2nd dose. Had a low 
COVID19 fever for the first two days. The following week, another 3 day migraine came back. Felt very 
t fatigued for 3 weeks following the 2nd dose. On the 2nd week, my left arm broke out in purple 
PES RANEE (cout) dinni bumps all around the injection site which lasted 2 weeks. Finally, on Thursday, 05/20/21, the left 
side of my face went numb. I went to an walk in clinic and was diagnosed with Bell's Palsy which I 


continue to suffer from today. 


Symptoms started within first 45 mins of receiving vaccine. Pt states that her left side of her face 
started to feel numb, appeared to be droopy. Pt states she went to work after leaving the clinic, 
COVID19 employer made her go to the ER. At the ER, pt states that they performed CT on brain with and 
BELL'S PALSY | VACCINE | 1357982-1 | without contrast, MRI on brain with contrast, EKG, chest x-ray, and bloodwork. ER doctors 
(COVID19) consulted with a specialist via telehealth and asked pt to perfom many skills and dx her with Bells 
Palsy. Pt was prescribed Valtrex and Prednisone upon discharge from ER. Pt states that Bells Palsy 


resolved in about 2 weeks. 


Symptoms as VAERS 1D Adverse Event Description 


I got diagnosed with Facial Paralysis (Bell's Palsy) on the left side of the face. One of the signs 
were weakness on my face when trying to make gestures. The day before (May 15, 2021) I got a 
headache and when I woke up the other day I felt the weakness in my face. By the end of the day 
COVID19 around 9:00 pm I went to the Emergency Room and got injected with Decadron, but the doctor 
BELL'S PALSY | VACCINE | 1358088-1 | didn't diagnosed me nothing only to see a Neurologist. The other day (May 17, 2021) I tried to get 
(COVID19) in contact with my primary doctor to explain the situation but I had to wait for the next day for an 
appointment. By the end of the day (May 17, 2021) I went again to another Emergency Room 


where the doctor Diagnosed with Facial Paralysis (Bell's Palsy). He ordered a CT Scan, blood 
sample and anti-inflammatory. 


: COVID13 Bell?s Palay being treated with Prednisone and Valtrex. Right side of face weakness/paralyzed. 
BELL'S PALSY |VACCINE : i : ca 
Presented with neck and shoulder pain at onset. Unsure if the vaccine is the cause. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1358247-1 | right sided Bell's Palsy that started 5 days after second vaccine 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1358314-1 bells palsy 
(COVID19) 


Stroke-like symptoms of headache and left-sided facial droop/paralysis began around 3:30pm on 
COVID19 5/21/2021. Went to Emergency Room. CT scan ruled out blood clot and stroke. Diagnosed with 
BELL'S PALSY | VACCINE | 1358538-1 | Bells Palsy. 15 day course of treatment of Prednisone is currently underway, starting with 60 mg on 
(COVID19) days 1-5, followed by 50mg day 6-7, 40 mg day 8-9, 30 mg day 10-11, 20 mg day 13-14, and 10 


mg day 14-15. (As of today, 5/28/2021, Iam on 50mg day 7). Paralysis has not yet subsided. 


COVID19 
BELL'S PALSY |VACCINE | 1358580-1 | I have developed severe Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE developed dvt/blood clot after first dose. bell's palsy after second dose. 
(COVID19) 


COVID19 Seven days after second shot develope without prior history Bell's Palsy,, Facial droop,, patient was 
BELL'S PALSY | VACCINE | 1358847-1 rush to ER on 5/26/21 at 6:09pm issue/diagnosis is ongoing was prescribed Prednisone 20mg 
(COVID19) ~~ | three tabs onces a day. and Valacyclovir 1 mg tab three times a day as of date patients condition 


has not improved 


COVID19 l i 
BELL'S PALSY | VACCINE Bells Palsy event 5-27-21 - Emergency Room due to collapse, admitted for observation to Hospital, 
(COVID19) discharged 5-28-21. 


Bell's Palsy with facial drooping; This spontaneous case was reported by a health care professional 
and describes the occurrence of BELL'S PALSY (Bell's Palsy with facial drooping) in a 33-year-old 
female patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 014C21A) for 
COVID-19 vaccination. No Medical History information was reported. On 07-May-2021, the patient 
received second dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. 
COVID19 On 17-May-2021, the patient experienced BELL'S PALSY (Bell's Palsy with facial drooping) 
BELL'S PALSY (seriousness criterion medically significant). At the time of the report, BELL'S PALSY (Bell's Palsy 


(counts mo with facial drooping) had not resolved. For mRNA-1273 (Moderna COVID-19 Vaccine) 


(Intramuscular), the reporter did not provide any causality assessments. No concomitant 
medication information was provided. The patient was treated in the Emergency Department with 
antiviral therapy. Based on current available information and the temporal association between 
product use and the start date of the event a causal relationship cannot be excluded.; Sender's 
Comments: Based on current available information and the temporal association between product 
use and the start date of the event a causal relationship cannot be excluded. 


Systemic: Bell's Palsy-Medium, Additional Details: The patient called us to report that about 4 
COVID19 hours after she received her first dose, she noticed that her jaw felt heavy/tight, similar to lockjaw 
BELL'S PALSY | VACCINE | 1360710-1 | but not as severe. It was more difficult for her to talk/chew, although still possible. That evening 
(COVID19) she felt that it was already subsiding, but she took Benadryl in case. She felt fine by the following 


morning. 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Loss of voice and Bell's Palsy-like reaction. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1361267-1 | Bell?s palsy. Started with pain in jaw and paralyzed right side of face a few days after pain began 
(COVID19) 


One day after injection on 5/14/21, got intense painful ache under right ear. It went away after 
COVID19 about a day. But then on the evening of 5/24, I found that my right eye was very scratchy. On 
BELL'S PALSY | VACCINE | 1361398-1 5/25, I realized it?s because the right eye would not close all the way. On the evening of 5/25, I 
(COVID19) ~~~ | found my food kept falling into my right cheek when I ate. On 5/26, I found that my right eye 
would not blink at all. And my right cheek was numb. My right eyebrow would not raise as high as 
the left and my smile was crooked. I went to urgent care and they diagnosed me with Bell?s Palsy. 
COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


4/10- shot, left arm 4/14- slight rash left cheek, I ignored it 4/21 -left cheek twitching, didn't think 
COVID19 about it, ignored it 4/28- Indian food tasted off 4/29- in the morning, left eye blurry and teary, 
BELL'S PALSY | VACCINE smile looked off, left ear hurt, headache - later afternoon self-diagnosed with Bell's palsy- 


6 days post vaccine patient presents to clinic with Left side facial paralysis, left blurred vision, and 
left ear pain. Bells Palsy. 


Bell's Palsy, left facial nerve paralysis 


(COVID19) confirmed at Urgent Care 4/30 Blood test negative for Lyme's Disease 5/1 Talked to my 


Acupuncture therapist- (I am her 4th Bell's Palsy case post Pfizer shot #2). I thought this definitely 
should be reported. 
COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


Bell?s Palsy- facial paralysis 


Symptoms ‘Vaccine | vaes 10 Adverse Event Description 
Type 
COVID19 

BELL'S PALSY | VACCINE | 1361547-1 | Bell's palsy on left side of face 
(COVID19) 


COVID19 "Patient woke up with ""tingling"" all over. Patient called it ""like a stroke situation."" Patient 
BELL'S PALSY | VACCINE | 1361607-1 | experienced symptoms and went to ER on Tuesday. Doctors ran test for stroke and stated patient 
(COVID19) had Bells Palsy. Patient went back in on Friday to do stroke test again to rule out stroke." 


BELL'S PALSY PEER 1361779-1 Started to lose taste on half of tongue, pain behind right eye, right ear pain, and facial dropping 
(COVID19) and weakness. Couldn?t emote properly . 


Patient was give the vaccine on the evening on 5/26. The patient called on 5/28 and stated she 
COVID19 was experiencing symptoms of Bell's Palsy. I directed patient to contact doctor and as soon as I 
BELL'S PALSY | VACCINE | 1361793-1 locate the VAERS form, I would call her back. Made 2 attempts on the verified number to contact 
(COVID19) patient. No further contact has been made from patient so I contacted the patient on the 
secondary number, which was her mother. I was unable to speak with the patient but the mother 


stated she was feeling much better today. 


COVID19 
BELL'S PALSY |VACCINE | 1361882-1 | Develop Bells Paralisis. 5 days after second dose. Was taken to Er, and hospitalized 1 day. 
(COVID19) 
COVID19 Swollen Enlarged T d boil on the side & rippled along it edge, Bell's Palsy, numbness on 
BELL'S PALSY | VACCINE | 1362315-1 wollen Enlarged Tongue, round boil on the side & rippled along it edge, Bell's Palsy, nu ess O 
(COVID19) right side of face 


Bells palsy in face; This spontaneous case was reported by a patient and describes the occurrence 
of BELL'S PALSY (Bells palsy in face) in a 55-year-old female patient who received MRNA-1273 
(Moderna COVID-19 Vaccine) (batch no. 003C21A) for COVID-19 vaccination. No Medical History 
information was reported. On 17-May-2021, the patient received first dose of MRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an unknown date, the patient 
experienced BELL'S PALSY (Bells palsy in face) (seriousness criterion medically significant). The 
COVID19 patient was treated with METHYLPREDNISOLONE at an unspecified dose and frequency and 
BELL'S PALSY | VACCINE | 1363980-1 | VALACYCLOVIR [VALACICLOVIR] at an unspecified dose and frequency. At the time of the report, 
(COVID19) BELL'S PALSY (Bells palsy in face) outcome was unknown. The action taken with mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) was unknown. Concomitant product use was not 
provided. Treatment information was not provided. Company comment; Based on current available 
information and the temporal association between product use and the start date of the events a 


causal relationship cannot be excluded; Sender's Comments: Based on current available 
information and the temporal association between product use and the start date of the events a 
causal relationship cannot be excluded 


Bell's palsy 10 days after getting 1st dose; This spontaneous case was reported by a pharmacist 
(subsequently medically confirmed) and describes the occurrence of BELL'S PALSY (Bell's palsy 10 
days after getting ist dose) in a 59-year-old male patient who received mMRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. 045B21A) for COVID-19 vaccination. No Medical History information 
was reported. On 20-Apr-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) 1 dosage form. On an unknown date, the patient experienced BELL'S 
PALSY (Bell's palsy 10 days after getting 1st dose) (seriousness criterion medically significant). At 
COVID19 the time of the report, BELL'S PALSY (Bell's palsy 10 days after getting 1st dose) outcome was 
BELL'S PALSY | VACCINE | 1363988-1 unknown. The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was 
(COVID19) unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not 
provide any causality assessments. Concomitant product used was not provided by the reporter. 
This patient returned to take the second dose of vaccination and mentioned that 10 days after 1st 
dose of vaccination he noticed Bell's Palsy while taking shower. He did not see a HCP (Health Care 
Professional) nor given any medication. Pharmacist advised patient to see HCP and discuss about 


getting 2nd dose. Company comment: Very limited information regarding the event has been 
provided at this time. Further information has been requested.; Sender's Comments: Very limited 
information regarding the event has been provided at this time. Further information has been 
requested. 


Possibly/suspected bell's pulsy; inability to make full smile on the right side; Numbness in on right 
side of tongue; loss of grip strength in right hand; unable to fully close right eye; This is a 
spontaneous report from a contactable consumer (patient). A 37-year-old male patient received 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: zho179), the first dose via 
COVID19 unspecified route of administration in left arm on O8May2021 at 13:00 as single dose for COVID-19 
BELL'S PALSY |VACCINE | 1364282-1 | immunisation. The relevant medical history was not reported. Concomitant medications were 
(COVID19) reported as none. On 11May2021, the patient experienced numbness in on right side of tongue, 
inability to make full smile on the right side, loss of grip strength in right hand. No other symptoms 
presented. Possibly/suspected bell's pulsy unable to fully close right eye. No treatment received for 


the events. No Covid prior vaccination. No Covid tested post vaccination. The outcome of the 
events was not recovered. 


Bell's palsy; This is a spontaneous report from a contactable pharmacist. A elderly female patient 
received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection; 
Batch/Lot Number: unknown, Expiry date: unknown) via an unspecified route of administration on 
an unspecified date as a 1st dose single for covid-19 immunization. The patient's medical history 
and concomitant medications were not reported. As per the description, the caller was a 
pharmacist who called on behalf of a patient who received the first dose of the Pfizer covid vaccine 
and developed bell's palsy. The caller stated that the patient is an elderly with a high risk for covid 

COVID19 19 infection and the caller was looking for guidance on second dose of the Pfizer Covid 19 vaccine 

BELL'S PALSY | VACCINE | 1364319-1 | for patients who develop bell's palsy after the first dose. The outcome of the event was unknown. 

(COVID19) Information on the lot/batch number has been requested. ; Sender's Comments: As there is 
limited information in the case provided, the causal association between the event Bell's palsy and 
the suspected vaccine BNT162B2 cannot be excluded. The case will be reassessed once new 
information is available. The impact of this report on the benefit/risk profile of the Pfizer product is 
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 
aggregate data for adverse events. Any safety concern identified as part of this review, as well as 
any appropriate action in response, will be promptly notified to regulatory authorities, Ethics 
Committees, and Investigators, as appropriate. 


COVID19 
BELL'S PALSY | VACCINE | 1364617-1 | Developed facial numbness and paralysis of left side of face Diagnosed with Bell's Palsy 
(COVID19) 


Symptoms ae VAERS 1D Adverse Event Description 


"on 4/1/21 5 hours after 2nd vaccine, pt experienced rash on his arm discomfort in the arms, back 
and legs. on 4/2/21 The following day he reported temp 101.7 and tachycardia prompting ER eval. 
ER believed to be related to anxiety. on 4/5/21 he described ""out of body experience"" on 4/9/21 
went to ER for fever, CXR showed possible pneumonia, treated with Zpak on 4/12/21 tunnel vision 
COVID19 on the left. numbness of the L eyebrow, forehead and superior orbit Admitted 4/15/21-4/22/21 for 
BELL'S PALSY | VACCINE | 1364640-1 cranial nerve palsy, blurred vision L eye, afferent pupillary defect on 4/20/21 lumbar puncture 
(COVID19) ~~~ | performed, 2 oligoclonal bands seen, otherwise normal. Treated with high dose methylprednisolone 
x 3days without improvement. 4/22/21 visual evoked potential test second trial showed abnormal 
pattern on the left MRV, CT, MRI brain no abnormality 4/24/-5/4/21 admitted for L vision loss, 
severe neck, back pain, weakness, difficulty walking. OCT ellipsoid zone loss possible autoimmune 


process, decreased corneal sensation on the left. OS 20/50. pt continues to have L vision loss, R 
bells palsy, difficulty ambulating. Now reports trouble swallowing." 


BELL'S PALSY PEPE 1364805-1 symptoms start 5/31/21. R facial droop, R blurred vision, inability to close R eye. Presented with 
(COVID19) ——~~—_ | irretractable n/v, dyspagia, and obstipation on 5/27/21. 
COVID19 1st shot 4/22/2021 No immediate adverse reaction. Sudden facial paralysis on left side started 
BELL'S PALSY | VACCINE aprox 2+ weeks later (5/9/2021). Hospital diagnosed me with Bells Palsy on 5/10/2021 after I 
(COVID19) went to the emergency room . The bells palsy has corrected itself and now I owe $13,872.05 to 
the hospital because I have no insurance and cannot afford to pay it. 


COVID19 

BELL'S PALSY | VACCINE | 1365288-1 | left facial nerve palsy-Bell's palsy shot on 4/1/21, symptoms 7 weeks later 
(COVID19) 
COVID19 

BELL'S PALSY | VACCINE | 1365355-1 | Bells Palsy affecting OD - unable to close eye, being treated for infection 
(COVID19) 


For the first week the patient was nauseous, dizzy, and experienced joint aches, then after a week 
COVID19 patient experienced inflamed muscle pain in the back of his head. After a week afterwards the 
BELL'S PALSY | VACCINE | 1365363-1 | patient noticed his lip was numb, and then a day later patient had paralysis on the left side of his 
(COVID19) mouth. The patient first went to an urgent care, and was then refered to the ER where he was 


diagnosed with Bell's Palsy. The date of the diagnosis was 5/27/21 


Day of the vaccine the body felt different, when home the arm was in pain for a day or two. By 
COVID19 Friday even there was a headache and on Saturday it was worse. The doctor friend said to take 
' Tylenol and lay down. On Sunday the left ear was swelling and the left side of the face was 
BELL'S PALSY |VACCINE : p ‘ 
(COVID19) swelling. The doctor friend continued to recommend the Tylenol. The following Wednesday the 
sister took her to the hospital. The hospital said the face was disfigured and told her she has Bell 
Parsley. She will need to see an ear specialist. Her eyes were affecting her. 
COVID19 Woke up to drooping left side of face, 4-2-21,unable to close eye, went to ER, diagnosed as Bell's 
BELL'S PALSY | VACCINE 
(COVID19) 


Palsy. Given prescription for Valacyclovir 1gm three times a day for 7 days, and Prednsone 20mg 
three times a day for 7 days. The palsy has not resolved as of this date, 6-1-21. 
COVID19 Patient noticed facial paralysis starting morning after vaccination. Had vaccination at 7:23 pm and 
BELL'S PALSY | VACCINE | 1365703-1 woke ~5:30am noticing difficulty moving one side of face. Patient reports talking to medical 
(COVID19) ~~ | professional and being diagnosised with Bell's palsy. Spoke with patient 06/01 and patient stated 
still had difficulty talking and moving on one side of body. 


COVID19 
BELL'S PALSY | VACCINE | 1366328-1 | Bell's Palsy started on 5/18/21. He was then started on prednisone and antiviral medication. 
(COVID19) 


Bell's palsy; This case was received via FDA VAERS on 25-May-2021 and was forwarded to 
Moderna on 25-May-2021. This regulatory authority case was reported by an other health care 
professional and describes the occurrence of BELL'S PALSY (Bell's palsy) in a 49-year-old male 
patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 031A21A) for an 
unknown indication. Concomitant products included SILDENAFIL CITRATE (VIAGRA) for an 
COVID19 unknown indication. On 17-Mar-2021, the patient received first dose of mRNA-1273 (Moderna 
BELL'S PALSY | VACCINE | 1366746-1 COvID=T2 Vaccine) (Intramuscular) 1 dosage form. On 19-Mar-2021, the patient experienced 
(COVID19) “~~~ —~—_ | BELL'S PALSY (Bell's palsy) (Seriousness criterion medically significant). At the time of the report, 
BELL'S PALSY (Bell's palsy) had not resolved. The action taken with MRNA-1273 (Moderna COVID- 
19 Vaccine) (Intramuscular) was unknown. For mMRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular), the reporter did not provide any causality assessments. Treatment information 


was not provided.; Sender's Comments: Based on the current available information and temporal 
association between the use of the product and the start date of the event, a causal relationship 
cannot be excluded. 


BELL'S PALSY; BLOOD CLOT; GUILLAIN BARRE SYNDROME; ANAPHYLAXIS; This spontaneous 
report received from a patient via a company representative (other manufacturer Pfizer ) 
concerned multiple patients. The patient height and weight was not reported .No past medical 
history or concurrent conditions were reported.The patient received covid-19 vaccine ad26.cov2.s 
(suspension for injection, route of admin, and batch number were not reported)frequency one total 
, dose, start therapy date were not reported for prophylactic vaccination.The batch no was not 
reported ,The Company is unable to performed follow up to request batch /Lot numbers. No 
1366784-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


concomitant medications were reported. On an unspecified date, the subject experienced bell's 
palsy, blood clot, guillain barre syndrome, and anaphylaxis. The action taken with covid-19 vaccine 
ad26.cov2.s was not applicable. The outcome of the bell's palsy, blood clot, guillain barre 
syndrome and anaphylaxis was not reported. This report was serious (Other Medically Important 
Condition).; Sender's Comments: VO. 20210556206-COVID-19 VACCINE AD26.COV2.S. Bell's 
palsy, Blood clot, Guillain Barre syndrome. This events is considered unassessable. The events has 
an unknown/unclear temporal relationship, is unlabeled, and has unknown scientific plausibility. 
There is no information on any other factors potentially associated with the events. 20210556206- 
COVID-19 VACCINE AD26.COV2.S. Anaphylaxis. This event is labeled per RSI and is therefore 
considered potentially related. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy; Missed second dose of the vaccine; This spontaneous case was reported by a 
consumer and describes the occurrence of BELL'S PALSY (Bell's Palsy) in a 45-year-old male 
patient who received MRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The 
occurrence of additional non-serious events is detailed below. No Medical History information was 
reported. On 29-Mar-2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) 1 dosage form. On an unknown date, the patient experienced BELL'S 
PALSY (Bell's Palsy) (Seriousness criteria hospitalization and medically significant) and PRODUCT 
DOSE OMISSION ISSUE (Missed second dose of the vaccine). The patient was hospitalized from 

COVID19 PARE a es due Pa n ue P E Aa at 
an unspecified dose and frequency. e time of the report, : ell's Palsy) an 

pers PAREN (count) 13668 74-1 PRODUCT DOSE OMISSION ISSUE (Missed second dose of the vaccine) had not resolved. The 

action taken with MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. 
Treatment provided to the patient with unspecified steroids. Company comment: Based on the 
current available information and temporal association between the use of the product and the 
start date of this event, a causal relationship cannot be excluded. This report also refers to a case 
of Product dose omission issue for MRNA-1273, lot unknown with no associated AEs.; Sender's 


Comments: Based on the current available information and temporal association between the use 
of the product and the start date of this event, a causal relationship cannot be excluded. This 
report also refers to a case of Product dose omission issue for MRNA-1273, lot # unknown with no 
associated AEs. 


Bell's palsy; This is a spontaneous report from a contactable consumer (patient) reported for 
himself. A 48-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), 
dose 1 via an unspecified route of administration, administered in Arm Left on 28Apr2021 16:45 
(Batch/Lot Number: EWO172) as 1st dose, single for covid-19 immunisation in Pharmacy or Drug 

COVID19 Store. Medical history included myocardial ischaemia/Ischemic heart disease. Concomitant 

BELL'S PALSY | VACCINE | 1367187-1 medication included acetylsalicylic acid (ASPIRINE) received within 2 weeks of vaccination. the 

(COVID19) ~~~ | patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. No Past drug 
event. The patient experienced bell's palsy on 13May2021 13:00. Hospitalization Prolonged was 
No. Prior to vaccination, the patient was not diagnosed with COVID-19. Since the vaccination, has 
the patient been tested for COVID-19 included RT PCR SARS COV 2 on 09May2021: negative with 


Nasal Swab. treatment received for the adverse event included Corticosteroids, naproxen. 
Outcome of the event was recovering. Follow up needed, further information has been requested. 


COVID19 Bells Palsy on right side of face, loss of taste on right side of tongue, inability to move right side of 
BELL'S PALSY |VACCINE | 1367802-1 | mouth, paralysis of right side of face from forehead to chin. Inability to close eyes, move lips raise 

(COVID19) brow, tinnitus right ear. 

COVID19 I developed Bell's Palsy, paralysis on my left side of my face. This occur 3 weeks after I receive my 
BELL'S PALSY |VACCINE | 1367835-1 | first dose of the Pfizer vaccine. I could not close my left eye, inability of smile, drooling, facial 

(COVID19) distoration, difficulties in eating. 


Headaches started the following day (1 May 21) treated with Advil. On May 18th developed 
COVID19 numbness in the left side of mouth. On May 19th developed paralysis on the left side of face. Went 
BELL'S PALSY |VACCINE | 1368022-1 | to ER, where they diagnosed it as Bell's Palsy. Treatment given Valacyclovir 1 gram tablet 3 times 
(COVID19) per day for 7 days. Prednisone 20mg 3 tablets once a day for 7 days. After those next treatment 


was methylprednisolone 4 MG DSPK pack with 40mg Pepcid twice a day and Benadryl at night 


COVID19 
BELL'S PALSY | VACCINE 1368145-1 Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1368213-1 BELLS PALSY 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1368294-1 | G51.0 - Left-sided Bell's palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1368317-1 - Bell's palsy 
(COVID19) 
COVID19 Pfizer-BioNTech COVID-19 Vaccine EUA States exactly 2 weeks after received 2nd dose of Pfizer 
i vaccine, lost feeling in his right leg. Went to the hospital. Continued to have neurological 
BELL'S PALSY | VACCINE : A ; nae 
(COVID19) symptoms. States was diagnosed with Bell's Palsy and blood clot in right leg. States cannot 
ambulate without walker now. States doctors are unsure of cause of neurological issues. 
COVID19 
BELL'S PALSY | VACCINE 1368603-1 Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1369356-1 Bell's palsy 
(COVID19) 


COVID19 5 = l 7 l 
BELL'S PALSY (vaccine | 1369999-1 | Bel!?s Palsy on right side of face - taking an oral steroid Swollen lymph node left armpit - nothing 
(COVID19) has changed not treating 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy; Facial paralysis; Contusion; Chills; Fatigue; This case was received via FDA VAERS 
(Reference number: 1108212) on 25-May-2021 and was forwarded to Moderna on 25-May-2021. 
This regulatory authority case was reported by an other health care professional and describes the 
occurrence of BELL'S PALSY (Bell's palsy) and FACIAL PARALYSIS (Facial paralysis) in a 65-year-old 
female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 002A21A) for 
COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. 
Concurrent medical conditions included Sulfonamide allergy. On 15-Mar-2021, the patient received 
second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 
1 dosage form. On an unknown date, the patient received first dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (unknown route) 1 dosage form. On 17-Mar-2021, the patient experienced 
BELL'S PALSY (Bell's palsy) (seriousness criterion medically significant), FACIAL PARALYSIS (Facial 
paralysis) (seriousness criterion medically significant), CONTUSION (Contusion), CHILLS (Chills) 

COVID19 and FATIGUE (Fatigue). The patient was treated with VALACICLOVIR at an unspecified dose and 

ELL'S PALSY | VACCINE | 1370247-1 | frequency. At the time of the report, BELL'S PALSY (Bell's palsy), FACIAL PARALYSIS (Facial 

(COVID19) paralysis), CONTUSION (Contusion), CHILLS (Chills) and FATIGUE (Fatigue) had not resolved. For 
mMRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any 
causality assessments. Patient mild chills and fatigue the following day after vaccination. The 
morning of the 17-MAR-2021, patient woke up and felt like the right side of my face was bruised, 
just under the apple of cheek. Looking in the mirror, patient saw right side of mouth had a droop. 
Patient notified the Health Department where she had received the vaccine and then called PCP. 
PCP did a telehealth visit with patient and confirmed Bell's Palsy characteristics. Patient had no 
other issues so no further testing was deemed needed and PCP prescribed a short course of 
steroids and vancyclovir. Patient have an in person visit with PCP next day. Company comment: 
Based on the current available information and temporal association between the use of the 


product and the start date of the events, a causal relationship cannot be excluded.; Sender's 
Comments: Based on the current available information and temporal association between the use 
of the product and the start date of the events, a causal relationship cannot be excluded. 


B : 
Did not receive the 2nd dose of vaccine; Bell's palsy got worse; Bell's palsy got worse; Mouth got 
numb, and has to use straw at the corner of the mouth for drinking; Difficulty to speak/problem to 
forming words/problem while eating; Mouth gets dry soon; Have eye problem; This spontaneous 
case was reported by a consumer (subsequently medically confirmed) and describes the 
occurrence of BELL'S PALSY (Bell's palsy got worse) and CONDITION AGGRAVATED (Bell's palsy got 
worse) in a 78-year-old female patient who received MRNA-1273 (Moderna COVID-19 Vaccine) 
(batch no. 007C21A) for COVID-19 vaccination. The occurrence of additional non-serious events is 
detailed below. Concurrent medical conditions included Bell's palsy since December 2020. On 22- 
Apr-2021, the patient received first dose of mMRNA-1273 (Moderna COVID-19 Vaccine) (unknown 
route) 1 dosage form. On 24-Apr-2021, the patient experienced BELL'S PALSY (Bell's palsy got 
worse) (seriousness criterion medically significant), CONDITION AGGRAVATED (Bell's palsy got 
worse) (seriousness criterion medically significant), HYPOAESTHESIA ORAL (Mouth got numb, and 
has to use straw at the corner of the mouth for drinking), ORAL DISCOMFORT (Difficulty to 
speak/problem to forming words/problem while eating), DRY MOUTH (Mouth gets dry soon) and 
OCULAR DISCOMFORT (Have eye problem). On an unknown date, the patient experienced 
INCOMPLETE COURSE OF VACCINATION (Did not receive the 2nd dose of vaccine). The patient was 
treated with DOXYCYCLINE for Bell's palsy, at a dose of UNK dosage form; Physical therapy 

COVID19 (Acupuncture and facial physiotherapy) for Bell's palsy; Physical therapy (Acupuncture and facial 

BELL'S PALSY |VACCINE | 1370345-1 | physiotherapy) for Condition aggravated; Physical therapy (Acupuncture and facial physiotherapy) 

(COVID19) for Hypoaesthesia oral; Physical therapy (Acupuncture and facial physiotherapy) for Oral 
discomfort; Physical therapy (Acupuncture and facial physiotherapy) for Dry mouth and Physical 
therapy (Acupuncture and facial physiotherapy) for Ocular discomfort. At the time of the report, 
BELL'S PALSY (Bell's palsy got worse), CONDITION AGGRAVATED (Bell's palsy got worse), 
HYPOAESTHESIA ORAL (Mouth got numb, and has to use straw at the corner of the mouth for 
drinking), ORAL DISCOMFORT (Difficulty to speak/problem to forming words/problem while 
eating), DRY MOUTH (Mouth gets dry soon) and OCULAR DISCOMFORT (Have eye problem) 
outcome was unknown and INCOMPLETE COURSE OF VACCINATION (Did not receive the 2nd dose 
of vaccine) had resolved. mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was withdrawn on 
an unknown date. Patient visited the Neurologist, and the Infectious Disease Physician. 
Concomitant product use was not provided by the reporter. Based on the current available 
information and temporal association between the use of the product and the start date of the 
events, a causal relationship cannot be excluded for the event of Bell's palsy got worse. Company 
causality for Incomplete course of vaccination was assessed as not applicable.; Sender's 
Comments: Based on the current available information and temporal association between the use 
of the product and the start date of the events, a causal relationship cannot be excluded for the 
event of Bell's palsy got worse. Company causality for Incomplete course of vaccination was 
assessed as not applicable. 


vaccination, the patient has not been tested for COVID-19. The report was not assessed as 
serious. Information on the lot/batch number has been requested. 


Bell's Palsy; This is a spontaneous report from a contactable consumer reported for herself. A 41- 
year-old female patient (not pregnant) received 2nd dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE) at single dose via an unknown route on 30Apr2021 10:00 for Covid-19 
immunization. Medical history and concomitant drug were not provided. Prior to vaccination, the 
patient was not diagnosed with COVID-19. The patient did not receive any other vaccines within 4 
COVID19 weeks prior to the COVID vaccine. Historical vaccine included 1st dose of BNT162B2 (PFIZER- 
BELL'S PALSY |VACCINE | 1370590-1 | BIONTECH COVID-19 VACCINE) on 09Apr2021 for Covid-19 immunization. The patient reported 
(COVID19) events diagnosed as Bell's Palsy, left sided facial droop, inability to move the left forehead, left 
facial numbness, inability to close the left eye. The adverse event started since 14May2021. 
Treatment included prescription of a seven-day course of Prednisone, etc. The adverse event result 
in Emergency room/department or urgent care. Outcome of the event was not resolved. Since the 


Symptoms eee [symptoms | Vaccine |yaersro| adverse Event Description = Adverse Event Description 


bells palsy within 72 hrs on same side as injection; This is a spontaneous report from a contactable 

consumer reporting for self. This 48-year-old female patient received the second dose of bnt162b2 

(Pfizer-Biontech COVID-19 vaccine) via an unspecified route of administration in left arm on 

07May2021 02:00 PM (Lot Number: EW0168) at single dose for COVID-19 immunization. The 

patient is not pregnant. The patient's medical history was not reported. The patient was not 

diagnosed with COVID-19 prior to vaccination. The patient's concomitant medications included OTC 
COVID19 cetirizine hydrochloride (ZYRTEC) and fluticasone propionate (FLONASE). The patient had allergy to 

1370596-1 


famotidine (PEPCID). The patient previously received the first dose of bnt162b2 (Pfizer-Biontech 
BELES ral ICOVIDIÐ) COVID-19 vaccine) via an unspecified route of administration in left arm on 16Apr2021 01:15 PM 

(Lot Number: ER8731) at single dose for COVID-19 immunization. The patient did not receive any 
other vaccines within 4 weeks prior to the COVID vaccine. The patient experienced bells palsy 
within 72 hours on same side as injection. The event start date was reported as 09May2021. The 
event resulted in doctor or other healthcare professional office/clinic visit. The events were 
reported as non-serious. The patient was tested nasal swab (Abbott Binax) on 17May2021 with 
negative result. The patient received prednisone and valacyclovir as treatment. The outcome of 
event was recovering. 


Was diagnosed with Bell's Palsy on 11May2021; This is a spontaneous report from a contactable 
consumer (patient). A 51-year-old female patient (not pregnant) received the second dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) (Lot Number: EN6205), at the age of 51-year- 
old, via an unspecified route of administration, administered in Arm Right on 08Mar2021 08:30 at 
single dose for COVID-19 immunisation. Medical history included migraines, low thyroid, high 
blood pressure (BP)/cholesterol and mild depression/anxiety. Known allergies: ciprofloxacin 
(CIPRO). Concomitant medications included levothyroxine; atorvastatin (reported as gen Lipitor's); 
COVID19 propranolol; doxepin. The patient also received unspecified CY within 2 weeks of vaccination. The 
BELL'S PALSY patient was not diagnosed with COVID-19 prior to vaccination. The patient did not receive any 


VACCINE | 1370622-1 
ecb other vaccines within 4 weeks prior to the COVID vaccine. The patient previously received the first 


dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) (Lot number: EN5318) on 15Feb2021 
at 08:00 AM, at the age of 51-year-old, via an unspecified route of administration, administered in 
Right arm, for COVID-19 immunisation. The patient was diagnosed with bell's palsy on 
11May2021, and the event onset date reported as 10May2021 13:00. The patient underwent lab 
tests and procedures which included Nasal Swab: negative (COVID test post vaccination). The 
event resulted in Emergency room/department or urgent care. Treatment received for the event 
that included steroids and anti-virals. The patient had doctor (DR) appointment on 21May2021. 
The outcome of the event was not recovered. 


COVID19 Diagnosed as Bells Palsy by ER doctor at Hospital. Prednisone 1/29/21 thru 2/4/21 - 60 mg each 
BELL'S PALSY | VACCINE | 1371075-1 day; 2/6/21 thru 2/09/21 - 40 mg; 2/10/21 thru 2/12/21 - 20mg; 2/13/21 thru 2/15/21. Vaccine 
(COVID19) 2 taken on 2/6/21. I was on Prednisone from from 1/29/21 and through 2/15/21. I worry it 


messed with the vaccine. 


COVID19 Pt received 1st dose of Moderna COVID 19 vaccine on 4/19/21 the following Friday patient reports 
BELL'S PALSY |VACCINE | 1371658-1 | going to ED and dx with Bell's Palsy. This pt only came to our clinic for the COVID vaccine. We do 
(COVID19) not see him regularly and have no previous medical records. 


Bells Palsey; This is a spontaneous report from a contactable other health care professional 
(patient himself). A male patient of an unspecified age received second dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 mRNA VACCINE; Formulation: Solution for injection), via an 
unspecified route of administration on an unspecified date as 2nd dose, single for COVID-19 
immunisation. The patient medical history and concomitant medications were not reported. The 
patient historical vaccine included first dose of BNT162B2 for COVID-19 immunization. It was 
unknown if patient received any other vaccines within 4 weeks prior to the COVID vaccine. 
Unknown if other vaccine in four weeks. It was reported that, patient developed Bells Palsey 4 days 
COVID19 after second shot. No treatment for adverse event. It was unknown prior to vaccination, whether 
BELL'S PALSY | VACCINE | 1373777-1 | the patient diagnosed with COVID-19. It was unknown since the vaccination, if the patient been 
(COVID19) tested for COVID-19. The outcome for the event was reported as not resolved. Information on the 
lot/batch number has been requested.; Sender's Comments: As there is limited information in the 
case provided, the causal association between the event Bell's Palsy and the suspect drug 
BNT162B2 cannot be excluded. The case will be reassessed once new information is available. The 
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse 


events. Any safety concern identified as part of this review, as well as any appropriate action in 
response, will be promptly notified to regulatory authorities, Ethics Committees, and Investigators, 
as appropriate. 


Approximately 4 weeks after receiving the second dose of Moderna COVID-19 vaccine, patient 
COVID19 experienced tingling and loss of muscle control on one side of his face. He presented to Emergency 
BELL'S PALSY | VACCINE | 1374154-1 | department and was diagnosed with Bells Palsy. The ED was not concerned that he had received 
(COVID19) the vaccine 4 weeks earlier and dismissed it as a coincidence. Family and I decided it would be a 


good idea to report here just in case there is a pattern with other people. 


I got my second shot on 1/27/21, woke up Thursday morning and told my husband my tongue felt 
COVID19 funny like it was numb. On Friday 1/29/21 went to work and as the day progressed I noticed it was 
BELL'S PALSY | VACCINE | 1374335-1 difficult to eat lunch and then went home and noticed drooping of have my face. I called my 
(COVID19) employer and POP, they told me to go to urgent care. They diagnosed me with Bells Palsy and 
prescribed and antiviral and steroid. I had a follow up with my PCP. It took about 3 weeks before 


my face returned to normal. 


COVID19 
BELL'S PALSY |VACCINE | 1374535-1 | Bell's Palsy. Right sided. first time. occurred 9d post 2nd shot 
(COVID19) 


Patient developed Bell's Palsy 2-3 weeks after receiving the 2nd vaccine. Patient reported 
COVID19 symptoms that worsened on 4/17/2021. Patient was currently at work and could not feel her legs. 
BELL'S PALSY | VACCINE | 1374676-1 She was able to walk but could not sense her legs. She presented to the ED on 4/17/2021 with 
(COVID19) bilateral leg numbness and left facial droop. After ED observation she had resolution of left facial 
droop and left leg weakness. Patient did leave against medical advice but stated she would follow 


up with her doctor. 


Symptoms ae VAERS 1D Adverse Event Description 


"The problem started around May 14 with facial nerve pain around my right eye and temple. Just 
super sensitive to touch. It then became very painful down low behind my right ear. It didn't burn, 
but it did feel like nerve pain and it was throbbing. It was r3eally quite painful. Then I noticed that 
COVID19 my right eye didn't feel right and neither did my mouth. I went to look in the mirror and my face 
BELL'S PALSY | VACCINE | 1374750-1 wasn't right . It was all sagging on the right side. My eye brow had fallen, my eye wouldn't blink on 
(COVID19) ~ E it's own and I couldn't smile on the right side of my mouth. I checked for all the signs of stroke 
and fortunately my speech was okay and my tongue worked okay. I did a video call with my Dr. the 
next day and she said I have Belle""s Palsy. The pain behind my ear lasted about 3 days. It is now 


a week past the diagnosis of Belle's and my face is still paralyzed. I read that there were cases of 
Belle's Palsy in the trials and felt I should report this." 


COVID19 
BELL'S PALSY |VACCINE 1375089-1 | G51.0 - Bell's palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 1375097-1 | G51.0 - Bell's palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1375129-1 | Bells Palsy (loss of taste, dry eye, acute facial paralysis on right side of face) 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1375326-1 | On 10th day after vaccine, he developed Bell's Palsy with onset diabetes. 
(COVID19) 


Bell's palsy; Based on the current case data, this case has been classified as invalid. This 
spontaneous case was reported by a consumer and describes the occurrence of BELL'S PALSY 
(Bell's palsy) in a patient of an unknown age and gender who received MRNA-1273 (Moderna 
COVID-19 Vaccine) for COVID-19 vaccination. No Medical History information was reported. On an 
unknown date, the patient received second dose of MRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) 1 dosage form. On an unknown date, received first dose of MRNA-1273 (Moderna 
COVID19 a a eee ee res to 1 ca form. te i A S 
' e patient experience ; ell's palsy) (seriousness criterion medically significant). 
eo conn) Jono the time of the report, BELL'S PALSY (Bell's palsy) outcome was unknown. Not Provided No 
concomitant and treatment medications were reported. Company Comment: Based on the current 
available information and temporal association between the use of the product and the start date 
of the event, a causal relationship cannot be excluded. Most recent FOLLOW-UP information 
incorporated above includes: On 25-May-2021: Follow-up information contains non-significant 


information.; Sender's Comments: Based on the current available information and temporal 
association between the use of the product and the start date of the event, a causal relationship 
cannot be excluded. 


Bells Palsy; This spontaneous case was reported by a consumer and describes the occurrence of 
BELL'S PALSY (Bells Palsy) in a patient of an unknown age and gender who received mRNA-1273 
(Moderna COVID-19 Vaccine) for COVID-19 vaccination. No Medical History information was 
reported. On an unknown date, the patient received second dose of mRNA-1273 (Moderna COVID- 
19 Vaccine) (Intramuscular) 1 dosage form. On an unknown date, received first dose of mRNA- 
1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage form. On an 
COVID19 unknown date, the patient experienced BELL'S PALSY (Bells Palsy) (seriousness criterion medically 
BELL'S PALSY |VACCINE | 1375725-1 | significant). At the time of the report, BELL'S PALSY (Bells Palsy) outcome was unknown. 
(COVID19) Concomitant product use was not provided by the reporter. Treatment information was not 
provided. The patient received both scheduled doses of mRNA-1273 prior to the events therefore, 
action taken with the drug in response to the event is not applicable. Company comment: Based 
on the current available information and temporal association between the use of the product and 


the start date of the event, a causal relationship cannot be excluded.; Sender's Comments: Based 
on the current available information and temporal association between the use of the product and 
the start date of the event, a causal relationship cannot be excluded. 


COVID19 : i ete f 
BELL'S PALSY | VACCINE | 1375793-1 G a ta Bell's Palsy shortly after vaccination. 4/17 was vaccine. Symptoms began 5/1. 
(COVID19) i 
COVID19 
BELL'S PALSY | VACCINE | 1375962-1 | bells palsy 2 days after second dose 
(COVID19) 


Pt seen in clinic 5/25/21 and found to have L-sided facial paralysis, possibly Bells Palsy reactivated 

COVID19 by recent COVID vaccine. Pt reported that on 5/21, pt experienced drooling on L side, difficulty 
BELL'S PALSY | VACCINE | 1375968-1 | drinking from a straw, lower extremity weakness, and L-sided headache 7/10 constant, throbbing. 
(COVID19) Pt reported trying acupuncture which did not help. Dx: Seventh nerve palsy. Prednisone x 1 week 


prescribed. Pt seen in office again on 6/1/21 with improvement in L facial movement. 


Site: Pain at Injection Site-Mild, Systemic: Bell's Palsy-Mild, Systemic: Headache-Mild, Additional 
Details: Patient noticed the numbing on her left side of the face the next morning after her 
COVID19 $ : . . 
BELL'S PALSY |VACCINE | 1376441-1 vaccination. Her face was numb to touch, had moderate to severe pain on her jaw and face only on 
(COVID19) ~~~ | the left side. Patient took tylenol to help with the pain and it helped a little bit but the symptom 
lasted for two days. Patient is fully recovered now and is worried about whether she should get the 


second dose. 


Site: Pain at Injection Site-Mild, Systemic: Bell's Palsy-Mild, Systemic: Headache-Mild, Additional 
Details: Patient noticed the numbing on her left side of the face the next morning after her 
COVID19 eer ; heri f | 
BELL'S PALSY | VACCINE | 1376734-1 vaccination. Her face was numb to touch, had moderate to severe pain on her jaw and face only on 
(COVID19) ~~~ | the left side. Patient took tylenol to help with the pain and it helped a little bit but the symptom 
lasted for two days. Patient is fully recovered now and is worried about whether she should get the 


second dose. 


patient's grand mother came to the pharmacy on 06/04/2021 evening to inform us that her grand 
COVID19 daughter went through a significant side effect from her 2nd dose of Moderna Covid-19 vaccine, 

BELL'S PALSY |VACCINE | 1376849-1 | which she received on 05/25/2021. She informed us that patient went through partial paralysis of 
(COVID19) her facial nerves and had to go to the ER, where she was told that she has suffered Bell's Palsy. 


She was provided treatment for the same and is still recovering from the adverse event 


Symptoms es VAERS 1D Adverse Event Description 


I had ist dose Pfizer (EN5318) on 03/19, the 2nd dose (EN6207) on 04/09. On 05/03, I started 
having headache on the right side of top scalp, like elctric shot every 1 to 2 minutes. Never had 
COVID19 this kind of headache before. Tylenol didn't help. On 05/07, went to emergency room, was given a 
BELL'S PALSY | VACCINE | 1377168-1 steroid shot. Still had headache but with less frequency. On 05/13, had tearing of right eye, on 
(COVID19) ~~——~~—~_ | 05/15, inable to blink, drooping and numbness on the right side of the face. Was diagnosed Bell's 
Palsy by Dr. Conincidentally, My Sister-in-Law had two Pfizer doses on 04/06 (EN6207) and 
04/28(EN8733). on 05/29, she had all symptons that I had two weeks before and was dignosed 


Bell's Palsy. 


Light case of Bell Palsy. A couple of days after vaccination, I started noticing that there was a slight 
change to the left side of my face. My nose and I were giving me discomfort and when I tried to 
COVID19 smile or eat, I was having difficulty with the left side of my face. I also noticed that I had some 
BELL'S PALSY | VACCINE | 1377326-1 | difficulty with accuracy when I tried to spit or trouble keeping my mouth fully closed when gurgling 
(COVID19) mouthwash. I visited the doctor's office after about a week and the doctor did notice a change on 
one side of my face and said it was Bell Palsy, but a very slight case of it. It was too late to start on 
steroids, but that it looked like it was already getting better on its own. 
COVID19 
BELL'S PALSY |VACCINE | 1377672-1 | Bells Palsy Diagnosis 
(COVID19) 
COVID19 Began to have an earache and lower jaw ache around 10:30 AM on 06/02 while at work. 
BELL'S PALSY | VACCINE | 1377718-1 | Symptom's of decreased ability to blink, smell, taste, talk, and pronounced facial droop by 3:30 
(COVID19) pm. 1/2 face including tongue numb with full right side of face completely paralyzed by 6 pm. 
COVID19 ; Pa ; F 
BELL'S PALSY |VACCINE | 1378169-1 a amet a mi after 2nd Covid-Moderna dose. Follow up with provider on 6/7 
(COVID19) g Panay 
COVID19 
BELL'S PALSY | VACCINE | 1378250-1 | bells palsey - severe issue in left eye and left side; minor chest cough I didn't have before 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1378552-1 Pt developed Bell's Palsy. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1379027-1 Bell Palsy 
(COVID19) 


Diagnosed as Bells Palsy on right side of face. Started on 5/24/21 with headache in right side of 
COVID19 frontal lobe, neck pain slightly below right ear, and right side of tongue being numb. Tongue 
BELL'S PALSY | VACCINE | 1379744-1 numbness spread to right, interior side of lips over next few days. On 5/28/2021 I noticed 
(COVID19) ~~ ~~~ | paralysis on right side of face (unable to smile on right side, unable to control direction of spit, 
unable to wink/close right eye (unless while closing both eyes), unable to furrow brow on right 


side, unable to keep right side of lips closed when trying to hold breath in mouth (air leakage). 


cannot be excluded.; Sender's Comments: Based on the current available information and 


temporal association between the use of the product and the start date of the event, a causal 


Bells palsy, Blink reflex abnormal, Facial discomfort, Eating disorder, Swallowing difficult; This case 
was received via an unknown source (no reference has been entered for a health authority or 
license partner) on 28-May-2021 and was forwarded to Moderna on 28-May-2021. This 
spontaneous case was reported by a consumer (Subsequently medically confirmed) and describes 
the occurrence of BELL'S PALSY (Bells palsy, Blink reflex abnormal, Facial discomfort, Eating 
disorder, Swallowing difficult) in a 45-year-old male patient who received MRNA-1273 (Moderna 
COVID-19 Vaccine) for COVID-19 vaccination. No Medical History information was reported. On 15- 
May-2021, the patient received second dose of MRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) 1 dosage form. On 15-May-2021, the patient experienced BELL'S PALSY (Bells 
COVID19 palsy, Blink reflex abnormal, Facial discomfort, Eating disorder, Swallowing difficult) (seriousness 
BELL'S PALSY |VACCINE | 1380745-1 | criteria disability and medically significant). At the time of the report, BELL'S PALSY (Bells palsy, 
(COVID19) Blink reflex abnormal, Facial discomfort, Eating disorder, Swallowing difficult) outcome was 
unknown. For MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not 
provide any causality assessments. No concomitant medication were provided. Patient received 
Steroid injection. Eye Lubricant as treatment medication. patient had to wear a patch and use eye 
lubricants to prevent permanent eye damage. Was told this may last for months and sometimes for 
life. This had affected their whole life. Based on the current available information and temporal 
association between the use of the product and the start date of the event, a causal relationship 


relationship cannot be excluded. 


Blotchy skin.; Throwing up; Bells Palsy; This is a spontaneous report from a contactable consumer. 
A 44-years-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 1 
via an unspecified route of administration, administered in Arm Left on O3May2021 (Lot Number: 
EW0170) as 1ST DOSE, SINGLE for covid-19 immunisation. The patient medical history was not 
reported. Concomitant medication(s) included alprazolam (XANAX) and buspirone (BUSPIRONE) 
COVID19 taken for an unspecified indication, start and stop date were not reported. The patient did not 
BELL'S PALSY | VACCINE receive any other vaccines within 4 weeks prior to the COVID. Prior to vaccination the patient did 
(COVID19) not diagnosed with COVID-19. The patient experienced blotchy skin, throwing up, bells palsy on 
08May2021 18:00. Treatment received for the events. Outcome of events was not recovered. The 
patient was hospitalized for the events for 2 days. Events resulted in doctor or other healthcare 
professional office/clinic visit and emergency room/department or urgent care. Events were 


reported as serious due to hospitalization, disability. Since the vaccination the patient had not been 
tested for COVID-19. 


"developed Bell's palsy; This is a spontaneous report from a non-contactable consumer via a sales 
representative. A female patient of an unspecified age received bnt162b2 (PFIZER-BIONTECH 
COVID-19 VACCINE), via an unspecified route of administration on an unspecified date (Batch/Lot 
number was not reported) as single dose, for Covid-19 immunisation. The patient medical history 
COVID19 and concomitant medications were not reported. It was reported that ""I wasn't sure if this was 
BELL'S PALSY | VACCINE | 1381172-1 | reportable or not because wasn't sure if this was identifiable patient. Reporter told me he had 
(COVID19) heard of a teenage patient that was related to someone he knew who developed Bell's palsy after 
receiving vaccine. If I receive any more information will keep you posted. He did not officially say it 
was Pfizer vaccine they received, but am reporting just in case as I am not aware of other Covid 


vaccines being given to teenagers."" Outcome of the event was unknown. No follow-up attempts 
are possible; information about lot/batch number cannot been obtained." 


Symptoms ae VAERS 1D Adverse Event Description 


On March 24, 20211 began to feel a numbness in the right side of my face. The next morning, 
March 25th, I woke to find that my face had dropped and was completely numb. I immediately 
COVID19 went to the Dr.s office and was only able to see a PA. My Primary Physician ordered a brain CT to 
BELL'S PALSY |VACCINE | 1381474-1 | rule out a stroke. The PA prescribed Prednisone and Valacyclovir. It took 3 weeks for my face 
(COVID19) return to normal but I can still feel a little bit of numbness in my right cheek. My brain CT was 
negative for a stroke so it was determined that the Bell's Palsy was a result of a negative reaction 


to the Covid shot. 


I woke up that morning with neck pain. I thought I slept wrong. It turned into a headache. It was 
just on the right side of my head and behind my right eye. I took Tylenol and took a nap. When I 
woke up I decided to eat something. The headache and the neck pain subsided. However, my left 
arm was numb. I noticed my balance was off. While I was eating, I noticed that my throat felt 
COVID19 swollen. After I ate, I decided to go back to sleep, and when I woke up the pain in my head and 
BELL'S PALSY | VACCINE | 1381684-1 | my neck was gone so I went to take a shower. When I was in the shower, I noticed my balance was 
(COVID19) still off. The temperature of the water didn't feel the same on both sides of my body. My face felt 
numb on the left side. I called my sister and felt like I sounded funny to her when talking. That's 
when I went to the ER. They didn't think it was a stroke but they did a CT scan and blood work. 


Everything came back normal. My PCP thought maybe it was MS. They did a CT spine, they did an 
MRI, and then she sent me to a neurologist. The neurologist believes that it is Bell's Palsy. 


COVID19 
BELL'S PALSY | VACCINE 1381759-1 bell's palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1381813-1 Bells Palsy 
(COVID19) 
CovID19 On 05-20-21 We received a text message from the pts mother stating that the pt was experiencing 
BELL'S PALSY | VACCINE 1381832-1 . DE . ae 
-=> | drooping of the face , pain in jaw all on left side and dizziness. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1381878-1 | Headache, facial drooping, numbing sensation, 7:30am 
(COVID19) 
COvID 2 I was diagnosed with Bell?s Palsy on the left side of my face one week after I received my second 
BELL'S PALSY | VACCINE möderna shot i 
(COVID19) i 
COVID19 
BELL'S PALSY |VACCINE | 1382153-1 | Bell's Palsy developed within 3 weeks. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1382240-1 | Bell?s Palsy, right side of face is paralyzed, severe pain around and behind right ear. 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE Developed Bell?s Palsy 2 weeks after shot 
(COVID19) 


The night after the shot, I have extremely vivid and lucid dreams. The following week on June first, 
I notice that the texture of food felt different. I was still able to taste, but my tongue felt numb, 
almost. On June 3, my eye began to hurt...like I had something in it. I added a couple eye drops 
COVID19 and took some Advil, and that seemed to work. On June 4th, my eye became worse, and eye 
BELL'S PALSY |VACCINE | 1382382-1 | drops were not helping. On the morning of June 5th, I noticed my smile was off and I could not 


(COVID19) drink out of a straw properly. Food textures were still off and my eye was much worse. I went to 
the Urgent Care, and they advised me to go to the ER to rule out anything neurological. The 
symptoms I was and still am experiencing, and was diagnosed with was Bell's Palsy. I have never 
had this happen before and rarely get sick. During this time I have had not other illness. 


04/20/2021 woke up with fever, body aches and chills. 04/22/2021 Began to notice drooping on 

COVID19 left eyebrow and eye. 04/28/2021 Advised by PCP office to seek medical attn at Urgent Care. That 

BELL'S PALSY |VACCINE | 1382454-1 | Urgent Care Physician advised me to go to the ER. 04/28/2021 ER Physician determined I needed 
(COVID19) to be admitted. I was there for 1 night after it was determined by Neurologist I was experiencing 


Bells Palsy from Moderna Vaccine. 


COVID19 : i : 
BELL'S PALSY |VACCINE | 1382471-1 pt developed signs and symptoms of bell's palsy. was seen at urgent care on 5/13, admitted to 
(COVID19) —————_ | hospital same day, discharged 5/15 


Systemic: Bell's Palsy-Medium, Systemic: Ear pain as well-Mild, Additional Details: States issue 
COVID19 started 24 hours after vaccine. Right side of face is drooping and states has ear pain. He also 
BELL'S PALSY | VACCINE stated same issue happen to him when he was younger and lasted for about 6 weeks. Stated he 
(COVID19) remembers being treated with steriods that which helped. I advised patient to seek medical 


attention from hospital/urgent care to see if they can help. 


COVID19 
BELL'S PALSY |VACCINE | 1382905-1 | Bell?s Palsy on right side of face 
(COVID19) 


COVID19 Diagnosed with Bells Palsy by same doctors office that administered vaccine. Symptoms started a 
BELL'S PALSY | VACCINE | 1383793-1 | little over three weeks after first dose. Facial paralysis on the right side of face. Cannot fully blink 
(COVID19) right eye and achieve full smile as the other side of the face. 


Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 62-year-old 
male patient received bnti62b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route 
of administration, administered in arm left on OS5Apr2021 16:30 (at age 62-year-old) (Batch/Lot 
COVID19 Number: EP7533) as ist dose, single dose for covid-19 immunisation. Medical history included 
BELL'S PALSY | VACCINE | 1384566-1 | neurofibromatosis from an unknown date and unknown if ongoing. There were no concomitant 
(COVID19) medications and no other vaccines received in four weeks. The patient experienced Bell's palsy on 
23May2021 08:00. Prednisone and Valtrex was given was treatment. Outcome of the event was 


not recovered. Patient was not diagnosed with covid prior to vaccination and had not been tested 
post vaccination. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy; The left side of her face was completely paralyzed; It started with her left eye, she 
stopped blinking, but she did not know it. She just felt like something was in her eye; She then 
realized her mouth was crooked. She could not move the left side of her mouth, she could not 
move the entire left side of mouth at all; She just felt like something was in her eye; This is a 
spontaneous report from a contactable consumer (patient). The 48-years-old female patient 
received bnt162b2, dose 2 via an unspecified route of administration on 20Mar2021 10:15 
(Batch/Lot number was not reported) as SINGLE DOSE for covid-19 immunization at the age of 48 
years old. Medical history included Nebulizer and rescue inhaler for asthma for sudden symptom. 
This report was not related to a study or programme. No additional Vaccines Administered on 
Same Date of the Pfizer. Prior Vaccinations (within 4 weeks) was None. AE(s) following prior 
vaccinations was None. Family Medical History Relevant to AE was None. The concomitant drug 
was Nebulizer and rescue inhaler for asthma for sudden symptom. The patient previously received 
bnt162b2, dose 1 via an unspecified route of administration in Left arm on 27Feb2021 10:15 (Lot 
Number / Expiry Date: EN6202) as SINGLE DOSE for covid-19 immunization at the age of 48 years 
old. The patient experienced bell's palsy, the left side of her face was completely paralyzed, it 
started with her left eye, she stopped blinking, but she did not know it. she just felt like something 

COVID19 was in her eye, she then realized her mouth was crooked. she could not move the left side of her 

BELL'S PALSY | VACCINE | 1384611-1 mouth, she could not move the entire left side of mouth at all, she just felt like something was in 

(COVID19) ~ | her eye, all on 08May2021. Reported as: She was calling to report that she got Bell's Palsy from | 
the vaccine. The adverse event started O8May2021, but she could not be seen by her doctor until 
Monday 10May2021. That is when she was officially diagnosed with Bell's Palsy. The event started 
slowly on 08May2021. The left side of her face was completely paralyzed. It started with her left 
eye, she stopped blinking, but she did not know it. She just felt like something was in her eye . It 
took her a while to realize it. She then realized her mouth was crooked. She could not move the 
left side of her mouth. She didn't realize the full effect until sometime between 4:00-5:00 , but it 
had initially already started early in the day, but she was not thinking anything of it. By 4:00-5:00 
she could not move the entire left side of mouth at all. Treatment incldued Five days of steroid 
medicine. She was checked for all the tic born illnesses and negative for those. She had a CAT scan 
to make sure nothing is odd in the brain. They asked if she had a virus or head cold, but she has 
not had as much as a Sniffle in two years. They checked everything and ruled everything else out 
and determined the vaccine caused. The AE(s) require a visit to Emergency Room and Physician 
Office: At first she thought she was having a stroke. She went to the ER first, but was in the 

B 


waiting room for a three hours. The more she sat there she was reading up on the side effects. 
She saw details about Bell's Palsy and determined it was Bell's Palsy and not a stroke. Therefore, 
she left the waiting room and went to the doctor on Monday. The outcome of the events was 
recovering. No follow-up attempts are needed. No further information is expected. 


Bells palsy; This is a spontaneous report from a Pfizer-sponsored program. A contactable physician 
reported that a 43-year-old female patient received second dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 mRNA VACCINE, Formulation: Solution for injection, lot number and expiration date 
were unknown), via an unspecified route of administration on 13May2021 as a single dose for 
COVID-19 immunisation. The patient's medical history and concomitant medications were none. 
The patient previously received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA 
VACCINE, Formulation: Solution for injection, lot number and expiration date were unknown), via 
an unspecified route of administration on an unspecified date as a single dose for COVID-19 
immunization. Reporter states the patient's isn't on any medication so there's no potential 
interactions. No prior vaccinations (within 4 weeks) within four weeks prior to the first 
administration date of the suspect vaccine. No additional vaccines administered on same date of 
the Pfizer suspect. It was reported that the reporter would like to document that one of her 
patients had an adverse event happen after receiving the Pfizer COVID vaccine. Reporter states 

COVID19 : : A . : 

ELL'S PALSY |VACCINE | 1384717-1 because she doesn't feel comfortable reporting all the information, but she would provide the 

(COVID19) ~~~ | potential side effect from the vaccine. Reporter states the patient had the second Pfizer vaccine on 
13May2021 and on 24May2021, this month, she was diagnosed with bell's palsy. Caller states so 
far, the patient has no improvement, the symptoms are persisting. No investigation assessment. 
Reporter stated the patient went to urgent care. Patient would be coming to see the reporter, the 
patient's physician, in a few days. The adverse events require a visit to physician office visit. The 
adverse events did not require a visit to emergency room. The event was considered as serious 
(disability) by the physician. The outcome of the events was not recovered. No follow-up attempts 
are possible; information about lot/batch number cannot be obtained.; Sender's Comments: Based 
on temporal association, the causal relationship between BNT162B2 and the event, Bells Palsy 
cannot be completely ruled out. The impact of this report on benefit/risk profile of the Pfizer 


product is evaluated as part of Pfizer procedures for safety evaluation, including the review and 
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, 
as well as any appropriate action in response, will be promptly notified to Regulatory Authorities, 
Ethic committees, and Investigators, as appropriate. 


COVID19 Bell's Palsy. Prednisone, Antiviral medication and artificial tear eye drops. Left Ear Pain on 
BELL'S PALSY | VACCINE 1384810-1 6/1/2021 in the evening. Twitching on the left side of my mouth. Woke up on 6/2/2021 with the 
(COVID19) ~~~ | left side of my face very stiff. Went to ER. They said it was the early stages of Bell's Palsy. Followed 


up with my Primary Care Physician on 6/8/2021 and confirmed Bell's Palsy. 


COVID19 TEEI F P . 
BELL'S PALSY | VACCINE 1385154-1 I do not know if this is related to my vaccine but I a you should know this information. I was 
(covip19); it” diagnosed with Bell's Palsy, on 5/18/21 treatment valacyclovir 


COVID19 It's a facial spasm on the left side close to my left eyebrow. The same side as my Bell-s palsy. And 
BELL'S PALSY | VACCINE | 1385487-1 it was initially intermittent and then became more persistent and by late April my Doctor i 
(COVID19) ~~~ | prescribed me a 6 day steroid. And it has since become intermittent again. So it's better but still 
present. I was referred to a Neurologist and just completed an MRI. 


COVID19 I developed Belle Palsy after receiving the vaccine. I had very similar symptoms to having a stroke. 
BELL'S PALSY | VACCINE | 1385904-1 I have a droopy mouth, slurred speech, I couldn't blink my eye. I had a reaction to the steroid that 
(COVID19) ~~~ | was given to treat my Belle Palsy diagnosis from the ER visit. I also experience horrible headaches. 

And hearing issues in the effect side. 


Symptoms ae VAERS 1D Adverse Event Description 


Initial event next morning 9am stye on left eye rash across top of head sever headache, lasted 24 
hours except headache last another 24 hours. On the 24th started around blood sugar spiked to 
rook on empty stomach, used bathroom constantly, right side of tongue was numb, and continued 
to run into bathroom, one time noticed facial drooping, weakness right side. Called supervisor to 
take to ER works as Paramedic, was in brady cardia normally does not have heart problems nor 
COVID19 ever had brady cardia. Admitted to hospital, was on prednisone and benzos, for a few days. Was in 
BELL'S PALSY |VACCINE | 1385963-1 | contact with neuro and endocrinologist. I was very angry with this happened I tried calling 
(COVID19) Mederna, Mederna read him the info about not being able to sue them. He waited three months 
before Mederna asked for records, CDC did nothing. Very angry about the fact that nothing was set 
up to help people with severe reactions to the vaccines. No one wanted to listen to him. 
Endocrinologist said this is not normal and they continued to push forward and it was proven that 


it was attributed to the vaccine. Nerve damage underneath the right eye from the Bells Palsy. 
Completed paperwork back in 


COVID19 
BELL'S PALSY | VACCINE | 1386020-1 | mild left sided bell's palsy- referred to Neurology for evaluation and possible treatment 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1386027-1 | Bells Palsy with no apparent reason. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1386190-1 Bells Palsy 
(COVID19) 


Ten days after the first dose vaccine I started to have Stroke like symptoms. I was coming home 
and my daughter was driving. My daughter asked me why I was stretching my mouth. I did not 
know this was happening and my daughter said she was taking me to the ER. We called the 24 
COVID19 hour nurse. Two days before I did notice that I got a headache in the evening and it was still there 
BELL'S PALSY | VACCINE | 1386196-1 all the next day. I just thought I was coming down with a cold. The headache was still present on 
(COVID19) —_ = the day of the facial symptoms, It was mostly on the left side of my head. The left side of my face 
is effected by Bells Palsy. I still had mild headaches for two weeks. I still have problems with 
memory and speech after eight weeks. I feel like I have some good days which are better than 


others. I have problems with dry eye and balance. The ER doctors diagnosed Bells Palsy. I have 
been unable to work for eight weeks so far. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE | 1386329-1 | pt developed bells palsy. neg MRI. diagnosed in the ER. 
(COVID19) 
COVID19 "Bell's palsy; tongue tingling, ""weird taste"" starting May 22, developed left sided Bell's palsy May 
BELL'S PALSY | VACCINE | 1387364-1 31" ú g á 
(COVID19) 
care. There was no treatment received for the adverse event. The patient was not diagnosed with 
COVID-19 vaccine. She stayed for 20 minutes and everything was fine then while driving home her 


COVID19 

BELL'S PALSY |VACCINE 1386347-1 | Bell's Palsy 

peusrasy (COVID 19) Eo 

COVID19 

BELL'S PALSY |VACCINE | 1386855-1 | I developed Bell's Palsy. Right sided facial droop with numbness. 

pausonsr (COVID19) sms 
She stated that if this was Bell's Palsy, it is a mild case; stiffness on left side of face from neck to 
eye/ face is still stiff; Piercing pain behind left ear and her tongue and lips; Tingling on left side of 
face from neck to eye/face went numb and tingling/ tongue and lips, and everything was tingling; 
numbness on left side of face from neck to eye/face went numb; This is a spontaneous report from 
a contactable consumer (patient). A 41-year-old female patient received BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE, Solution for injection), via an unspecified route of administration, 
administered in left arm on O8Mar2021 at 14:45 (Batch/Lot Number: EN6206) as 1st dose, single 
dose for COVID-19 immunisation. Facility where the most recent COVID-19 vaccine was 
administered was reported as Public Health Clinic/Veterans Administration facility. The patient did 
not receive any other vaccines within 4 weeks prior to the COVID vaccine. The patient did not 
receive any other medications within 2 weeks of vaccination. Medical history included food allergy 
to mango. The patient's concomitant medications were not reported. The patient experienced 
tingling, numbness, stiffness on left side of face from neck to eye, and piercing pain behind left ear 
on 08Mar2021 at 15:00. The adverse event resulted in Emergency room/department or urgent 
COVID-19 Prior to vaccination and has not been tested for COVID-19 since the vaccination. Course 

1387538-1 | of events were as follows: The patient reported that on a Monday (O8Mar2021), she went for first 

face went numb and tingling as if she had a Novocaine injection. She had a piercing pain behind 
the left ear and her tongue and lips, and everything was tingling. She called and was told to get to 


an Emergency room fast. She pulled into an immediate care. Her vitals were fine. Her throat was 
not closing and was not anaphylactic. The facility didn't know what to tell her because they do not 
know much about the COVID-19 Vaccine. She was advised by immediate care to either go home or 
go to the Emergency Room. She went home but did not drive herself. She stated this was Monday. 
As of Wednesday (10Mar2021), her face is still stiff. She doesn't think she has a full Bell's Palsy 
where the face is drooping and stiff. She called her doctor and was advised by her doctor to get 
the second COVID-19 vaccine, but to stay at the facility for a couple of hours so an ambulance 
could be called if necessary. She did not (incomplete report) her doctor's advice. She stated that if 
this was Bell's Palsy, it is a mild case. She asked if she should go for the second COVID-19 vaccine 
and asked if the second COVID-19 vaccine would be worse and if she would have a full sagging 
face. She can't find anyone to tell her this. She confirmed she already completed a report with 
Pfizer safety online reporting. The outcome of the events was not recovered. No follow-up attempts 
are needed. No further information is expected. 


Symptoms ees VAERS 1D Adverse Event Description 


"it was determined I have Bell's Palsy; This is a spontaneous report received from a contactable 
consumer (patient). A 44-year-old female patient received the first dose of bnt162b2 (PFIZER- 
BIONTECH COVID-19 VACCINE), via an unspecified route of administration, administered in Arm 
Left on 02May2021 13:00 (Lot number: EW0172) as single dose for (at the age of 44-years-old) 
COVID-19 immunization. Medical history included diabetes, sleep apnea, high blood pressure, 
neuropathy. The patient was not pregnant at the time of vaccination. No allergies. Unspecified 
concomitant medications were taken (""Yes my prescribed medications""). The patient reported 
that, ""My face started getting droopy, my speech slurred and started having extreme facial pain. I 
COVID19 went to my Primary Care Physician she did blood work and it was determined I have Bell's Palsy."" 
BELL'S PALSY | VACCINE | 1387719-1 | Date of start of reaction was on 18May2021 07:15. The adverse event resulted in any Doctor or 
(COVID19) other healthcare professional office/clinic visit. Hospitalization not Prolonged. The outcome of event 
was not recovered. The event is serious (medically significant). Another dose of bnt162b2 (PFIZER- 
BIONTECH COVID-19 VACCINE) was administered via an unspecified route of administration on 
23May2021 03:00 PM, administered in Arm Left (Lot number: EW0172) as single dose for COVID- 
19 immunization (pending clarification). Facility where the most recent COVID-19 vaccine was 
B 


administered was in Pharmacy or Drug Store. The patient did not receive any other vaccines within 
4 weeks prior to the COVID vaccine. Prior to vaccination, the patient was not diagnosed with 
COVID-19. Since the vaccination, the patient has not been tested for COVID-19. Additional 
information has been requested." 


Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 51-year-old 
non-pregnant female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), via an 
unspecified route of administration, administered in arm right on O6May2021 09:00 (at age 51- 
years-old) (Batch/Lot Number: EW0173) as 1st dose, single for covid-19 immunisation. Medical 
history included thyroid disorder from an unknown date and unknown if ongoing. There were no 
COVID19 ae i Ma . ae : ects 
ELL'S PALSY |VACCINE | 1387732-1 other medication received withing 2 weeks and no vaccine withing 4 weeks prior to vaccination. 
(COVID19) ~~~ | The patient was diagnosed with bell's palsy on 23May2021 09:00 which resulted in emergency 
room visit. Unspecified medication for 7 days was given as treatment. Outcome of the event was 
unknown. The patient was skeptical in taking the 2nd dose and her physician stated to postpone it. 
She was asking if she should take the 2nd dose. Patient was not diagnosed with covid prior to 


vaccination and has not been tested post vaccination. Information on Lot/Batch number has been 
requested. 


BELL'S PALSY | COVID19 1387735-1 | "Bells Palsy/ little bit more droopier than usual/facial droop; allergic reaction; blood pressure went 
VACCINE up to normal, which was not normal for her, as its very low/ 120/70, which was normal, but not 
(COVID19) great for her and was high for her; dizziness; headaches; tingly feelings/still just felt a little 

tingling still; got the shot in her left arm and it was swollen; slurring of speech; face got swollen 
and definitely impacted her speech; This is a spontaneous report from the contactable consumer 
(patient herself) and physician via Medical Information. A 53-year-old female patient received 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection), via an unspecified route 
of administration, administered in the left arm on 12Mar2021 at 10:30 at the age of 53 years old 
(Batch/Lot Number: en6208, Expiration date: unknown) as the ist dose, single dose for COVID-19 
immunization. Relevant medical history included brain surgery in 2014 and facial reconstruction in 
2015, further reported as transplant or transfer from her thigh in 2015 for her left cheek, so her 
face after brain surgery in 2014 was reconstructed in 2015 and she could have a symmetrical face; 
and vestibular condition from an unknown date and unknown if ongoing. The patient's concomitant 
medications were not reported. The patient was asking for accommodations Pfizer would provide to 
advocate for people working from home to minimize their risk of exposure to COVID-19. The 
patient was a teacher, who taught languages and she often had students with hearing disabilities 
and had to take her mask down so they could see her lips. She reported that she was fully 
vaccinated but was concerned about being exposed to people who haven't been vaccinated and 
asked if there were any recommendations or accommodations being offered by Pfizer to assist her 
with trying to work from home. The patient received her second vaccine dose on O2Apr2021 at 
10:30 AM with lot number: ep7533. The patient reported experiencing Bells Palsy after being 
vaccinated on an unspecified date in Mar2021 and was asking how long or much protection she 
had against COVID-19, because her understanding was that because she reacted to the vaccine in 
this way, if she got COVID-19, she might experience the same type of reaction to COVID-19 and 
she didn't want to experience Bells Palsy again. The patient reported that she had ""distinct 
reactions" to both the first and second doses and was told by her neurologist that because its a 
live virus and she had a reaction to it, she had the potential to get the same symptoms from 
COVID-19. The patient further asked if the Pfizer-BioNTech COVID-19 vaccine could shed the virus 
and was provided with references. Upon follow up, the patient stated that she was one of those 
people who had an allergic reaction to Pfizer, she had both doses. The patient stated she thought 
she was better off vaccinated. After the first dose, she did have the characteristic symptoms and 
people thought she was having a stroke; she was fine, but it freaked out her husband. She stated 
she should know as she has had facial reconstruction and did have it in the left arm. The patient 
got vaccinated at a clinic in a neighboring area and called her primary care doctor. The patient 
stated her blood pressure went up to normal on an unspecified date in Mar2021, which was not 
normal for her, as its very low. She stated she had the characteristic dizziness, headaches, tingly 
feelings, and Bells palsy on an unspecified date in Mar2021. She stated her primary care doctor 
asked her where she got the shot, she said in her left arm and it was swollen on an unspecified 
date in Mar2021. The patient stated she did go to the emergency room, which was scary. She 
stated she spent a year and a half trying to stay away and stated everybody got to see her at her 
baseline, which was a semi-symmetrical face. The patient stated after a while, the doctor said yes 
the patient might want to consider getting the second dose. The patient stated that because of the 
brain surgery, she was able to quickly write an email to many doctors who could weigh in. The 
patient stated that the doctor said the benefits outweighed the risk, but the other 
recommendation, which was brilliant, they said to get it in her leg. The patient stated she did have 
an allergic reaction to the second one, but not the same way and stated it was the characteristic 
tiredness on an unspecified date. The patient stated her husband got Moderna and was out a whole 


day. The patient also stated she had the slurring of speech, the face, and it took a couple of days 
to go away, but it did and then she was back to her as-symmetrical face as she could have. The 
patient stated the second time though she went a week and a half later, she thought it was too 
much zoom fatigue, but the doctor said it sounded like annular fissures. The doctor then asked if 
she did get her vaccine and she told the doctor she did. The patient didn't know if that's a thing; 
she thought she would bring that up, because her back became inflamed. The patient further 
stated that for the first dose, her face got swollen and definitely impacted her speech, which 
promoted her to go to the emergency room. She stated she felt dizziness, headaches, she knew 
what to expect, but she got worried when she was getting a little bit more droopier than usual. The 


Vaccine 
Symptoms VAERS ID 


COVID19 


BELL'S PALSY | VACCINE 
(COVID19) 

BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 


1388199-1 
1388200-1 


Adverse Event Description 


bulging discs, it was just annular fissures. The patient stated that a doctor in the area said that it 
made sense; it was locally the right thigh (second dose) - lower back, left arm (first dose) - left 
side of the face, and its kind of thematically and spatially related. The patient stated she got this at 
the hospital way back in Mar2021. The patient stated they did a brain magnetic resonance imaging 
(MRI), computerized axial tomography (CAT) scan, and diabetes test. The patient stated that to 
live the pandemic, she was worried that she had eaten too many cookies, but everything came 
back normal, as normal for her. She stated clearly she had got issues, but they were issues long 
before the vaccine. The patient was one of those people who definitely had something happening 
and people were saying no that can't be. She stated it was evident that yes, it was Bells palsy, she 
had never had. She stated she had had facial paralysis that was taken care of by Gracilis surgery. 
She stated it was experimental when she did it, but it's not so experimental anymore after her 
brain surgery. The patient stated Pfizer might want to hear her happy ending. The patient stated 
her daughter got Pfizer a few weeks prior reporting, so she's fully vaccinated and they had their 
first hug since 2020 and it was just an emotional thing. The patient stated she followed up with a 
neurologist and she was going to see him in the middle of June, she sees him every couple of 
months, mostly for work accommodations. The patient stated that the idea being if Bell's plays was 
her reaction from a dead form of the virus, even getting sick with it would indicate that this could 
happen to her in a different context. She stated that since she's a teacher, it's a good thing for her 
to know as she went back to work, she'd been able to work online, she'd probably not going to be 
able to argue for that unless her doctor argued for her. She stated her neurologist would know 
more of the story. She stated she saw her primary care doctor for her annual physical after she 
was fully vaccinated. She stated the follow-up was with a neurologist. The patient further stated 
she was fine and was not fine at the time of the reported events, but it was better to get the 
vaccine than to get COVID-19. She stated her mother and sister were all vaccinated. The patient 
further stated that on her ist dose, she felt like someone had taken a hammer to her head and 
was headachy and not feeling great and was taken to room to wait; stated her blood pressure was 
taken and it was 120/70, which was normal, but not great for her and was high for her as she 
normally had a very low blood pressure. She went home and might be an hour after getting home, 
she realized her face was swelling and got the ist dose of the vaccine to the left side of her upper 
arm and her face started to swell and she did have brain surgery in 2014 and stated in 2015, she 
had Gracilis free flap of her right thigh and had a new cheek and had calf nerves grow back 
together again and had to learn to walk again at that time, because they spliced the nerves, which 
was not a transplant but a transfer. The patient stated the flap made her face back symmetrical as 
possible and used her face and able to drink coffee, smile and keep food in her mouth; stated her 
face kind of drooped anyway, but this was more than that. The patient stated her husband said she 
had been traumatized and just to relax and she kind of got Bell's Palsy, which she had never had 
before and got diagnosed with it and was swollen and started having slurred speech; stated she 
had facial droop and got to the hospital, which was emotional and getting the Pfizer COVID vaccine 
was emotional and she was trying not to add to her issues. The patient stated was able to see 
formal field and everyone thought she was having a stroke, but she was not having a stroke and 
everybody said it couldn't be the Pfizer vaccine; it had to be something else. The patient stated her 
healthcare professional (HCP) asked about her baseline and her husband had photos of her and 
she was not normally symmetrical in her face. They did scans, MRI brain and everything checked 
out normal, which was a blessing and several HCPs were getting results and she did not have 
diabetes. The patient stated she was trying to be careful during the pandemic with her health and 
they kept her in the emergency room from 11-12 pm to 8:00 pm and she was saying she was 
hungry and thirsty and did not know they did not want her to eat or drink and wanted to make 
sure she could swallow and she was ok swallowing, but had dribble on the left side of her face with 
the drooping. She stated she saw her primary HCP before she went to the emergency room and he 
asked which side she got the Pfizer COVID vaccine on and that was kind of where he had the idea 
that this could be related to the vaccine and the reported events occurred so close to when the 
vaccine was administered and the reported events occurred immediately after the vaccine; she 
stated her blood pressure was ok and she ate a cookie and maybe had not enough breakfast and 
got worse. The patient stated her slurred speech and Bell's palsy lasted a day or two and 
everything went back to normal, stated because she had brain surgery, which saved her life; the 
HCP said maybe she should rethink going for the 2nd dose of the Pfizer COVID Vaccine; she 
followed-up with her neurologist and everybody weighed in the benefits outweigh the risk and she 
got the 2nd dose. She did the 2nd dose of the Pfizer COVID Vaccine in her right thigh and had 
inflammation in her lower spine after that; stated how the shot felt like a shot in the arm ora 
horse kicked you; stated she felt like the Pfizer COVID vaccine felt like a shot in the arm, but never 
felt that pain and had swelling and had a half an apple sized swelling in her leg for a couple of 
days; stated she also did not feel the face drooping, because the 2nd dose of the vaccine was done 
in her leg. With the second dose, she started to get really bad lower back pain and went to the 
HCP and was maybe sitting down too much; stated she did not have proper posture sometimes 
and did not want to stand. She stated she saw a holistic HCP, which was a chiropractor and that 
HCP did not touch her spine; stated she saw that HCP on 14Apr2021 and she was diagnosed with 
annular fissures and they thought she had a slipped bulging disc and never had that before, but 
had a tingling sensation and they said to take a few weeks to recover. She stated she kept seeing 
her HCP and had recovered and had to say as soon as they said this was probably related, because 
she thought the Pfizer COVID vaccine targeted places that were weak and that was the weak part 
in her body regarding her spine; stated her left side arm was weak and the weak side of her face 
that was where the transfer of nerves was and that had gotten swollen and did not work. She 
stated she was fine and would say she was better and thought she was completely recovered and 
from time to time still just felt a little tingling still and did not have that before; stated because of 
her brain surgery, the neurologist said she could tingle independently and she did not normally 
tingle in that area, but she was better and 90 percent better; stated the HCP said to give 12 weeks 
to recover and she would see her again next week and would see the HCP every 2-3 weeks so this; 
said they needed the discs to get fluid in them so they were healing; stated her daughter got the 
Pfizer COVID Vaccine and is doing well. The patient underwent further lab tests and procedures, 
which included Brain MRI, CAT scans, and diabetes test, which were all normal on an unspecified 
date. The patient was recovering from the event ""tingly feelings/still just felt a little tingling still,"" 
while she recovered from the rest of the events on an unspecified date." 


Developed Bell?s Palsy. 6/3/21: Ear ache (right side) 6/4/21: Lost sense of taste in 3/4 of mouth 
(front and right side) 6/5/21: Right eye paralysis (not blinking) 6/6/21: Right side facial and 
weakness (little to no movement) 


New onset Bell's Palsy on the L side 


Symptoms ae VAERS 1D Adverse Event Description 


Twelve days (03/31/2021) after receiving the 2nd dose of the vaccine, my face was starting to 
droop a lot. It was totally distorted. My eyebrows were down and my mouth my going to the left. I 
COVID19 called my doctor and she suggested that we go to the ER. My son drove me there and I was 
BELL'S PALSY | VACCINE | 1388408-1 diagnosed with Bell's-Palsy. I had an MRI, with dye, to eliminate the thoughts of a stroke. I also 
(COVID19) had blood drawn for testing. I was given Prednisone and the generic of Valtrex. As of today, it is a 
little bit better, but it's still here. One of my eyebrows is still drooping, my lip is half swollen, my 
eye is starting to close a little on it's own. For two months after receiving the vaccine, I had to pull 


my eyelid down and cover it with gauze and tape it at night so it wouldn't dry out and get infected. 


COVID19 
BELL'S PALSY |VACCINE | 1388559-1 | Bell's palsy 6 days after vaccine, mild to moderate, unresolved at this time 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1389050-1 | Bell's Palsy developed about 55 days after second Covid-19 shot 
(COVID19) 
COVID19 6/3/21: started having left eye watering with the inability to close the eyelid 6/6/21: received 2nd 
BELL'S PALSY |VACCINE | 1389100-1 | covid vaccine 6/8/21: Developed inability to close his mouth and to smile which has persisted 
(COVID19) 6/10/21: Seen in clinic and diagnosed with left Bells Palsy and prescribed prednisone 
COVID19 
BELL'S PALSY | VACCINE | 1389196-1 ane a affected left side of face. No movement on left side of face. June 10th can almost close 
(COVID19) y 
COVID19 
BELL'S PALSY | VACCINE | 1389320-1 | Bells Palsy, facial paralysis on right side of face, 2 weeks after second shot 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1389568-1 | Bells Palsy 
(COVID19) 
SOvIDY? Rapid heart rate, face drooping (Bell?s palsy). Given MRI, stroke test, and monitored form5 hours. 
BELL'S PALSY | VACCINE 1390369-1 > 
(COVID19) Prescribed steroids for Bell?s palsy. Referred to cardiologist for tachycardia. 


experienced Bell's palsy, her tongue was numb, could not taste on her right side, pain behind ear, 
sensitivity to loud noises,eye would not close; This is a spontaneous report from a contactable 
consumer (patient). A 21-year-old non pregnant female patient (who was not pregnant at the time 
of vaccination), received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution 
for injection, batch/lot number and expiry dates were not provided), via an unspecified route of 
administration, administered in left arm on 13May2021 at 13:00 (at the age of 21-year-old) as a 
single dose for COVID-19 immunisation in school or student health clinic. The patient medical 
history was reported as none. No known allergies were reported. Concomitant medications 
received within 2 weeks of COVID vaccination included cannabis (CANNABIS); 

COVID19 medroxyprogesterone acetate (DEPO PROVERA) both taken for an unspecified indication, start and 

BELL'S PALSY | VACCINE stop date were not reported. The patient did not receive other vaccine in four weeks of vaccination. 

(COVID19) The patient was not diagnosed with COVID, prior vaccination. She has not been tested for COVID, 
post vaccination. On 22May2021 at 09:00, the patient experienced Bell's palsy, her tongue was 
numb, and she could not taste on her right side, pain behind ear, sensitivity to loud noises and eye 
would not close. Next day (23May2021) her whole right side of face was weak. Third day 
(24May2021) right side of her face was almost fully paralyzed. Adverse events were resulted in 
doctor or other healthcare professional office/clinic visit, emergency room/department or urgent 
care and disability or permanent damage. The patient was treated with steroid and antiviral for the 


events. The patient reported events seriousness as serious (disability or permanent damage). The 
patient gave consent to contact her and her healthcare provider regarding events and about this 
report. The outcome of the event was not recovered. Information on the lot/batch number has 
been requested. 


Bell's Palsy on the right side of her face; This is a spontaneous report from a contactable consumer 
(patient herself). A 54-year-old non-pregnant female patient received BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE, Solution for injection, Batch/Lot Number: Unknown) dose 1 via an 
unspecified route of administration, administered in Arm Right on 16Apr2021 10:45 as single dose 
for covid-19 immunisation at pharmacy or drug store. The patient had no medical history and no 
known allergies. The patient's concomitant medication included vitamin D3 taken for an 
unspecified indication. The patient did not receive any other vaccines within 4 weeks prior to the 
COVID19 COVID vaccine. Prior to vaccination, the patient was not diagnosed with COVID-19. Since the 
BELL'S PALSY | VACCINE | 1390936-1 | vaccination, the patient has not been tested for COVID-19. It was reported that, the patient took 
(COVID19) her first Pfizer shot on 16Apr2021 and on 08May2021 symptoms started and on 09May2021 she 
was diagnosed with having Bell's Palsy on the right side of her face. Doctor advised not to take her 
second Pfizer shot on 11May2021 until recovery which could take up to 8 weeks or longer. The 
adverse event resulted Doctor or other healthcare professional office/clinic visit, Emergency 
room/department or urgent care. The patient received the unspecified medicine as treatment for 


the event and was still taking. The outcome of the event was reported as recovering. No follow-up 
attempts are possible. No further information expected. Information about lot/batch number 
cannot be obtained. 


Bell's palsy affecting right half of face; dose number 2 administered on 21Apr2021; dose number 2 
administered on 21Apr2021; This is a spontaneous report from a non-contactable consumer 
(patient). A 21-year-old female patient received second dose of bnt162b2 (PFIZER- BIONTECH 
COVID- 19 VACCINE, Solution for injection), via an unspecified route of administration, 
administered in right arm on 21Apr2021 12:00 as 2nd dose, single dose for COVID-19 
immunisation. Medical history included asthma, eczema and known allergies included beef. Patient 
was not pregnant at time of vaccination. Concomitant medications included epinephrine and 

COVID19 melatonin. No other vaccine was given in four weeks. The patient previously took first dose of 

BELL'S PALSY | VACCINE | 1390950-1 | bnt162b2 (PFIZER- BIONTECH COVID- 19 VACCINE, Solution for injection), administered in right 

(COVID19) arm on 07Apr2021 10:00 (at age of 21-year-old) as single dose for COVID-19 immunisation. On 
21Apr2021, the patient received dose number 2 and experienced bell's palsy affecting right half of 
face on 18May2021 12:00. The event bell's palsy resulted in emergency room/department or 
urgent care. Therapeutic measures were taken as a result of bell's palsy affecting right half of face 
with 60mg Prednisone daily for 7 days. No covid prior vaccination. No covid tested post 


vaccination. Outcome was not recovered for bell's palsy affecting right half of face and for 
remaining events was unknown. No Follow-up attempts are Possible. Information on lot/batch 
number cannot be obtained. 


Symptoms eee [symptoms | Vaccine |yaersro| adverse Event Description = Adverse Event Description 


32 day after vaccination I developed Bell's Palsy.; This is a spontaneous report from a contactable 

consumer, the patient. A 53-years-old female patient received bnt162b2 (PFIZER-BIONTECH 

COVID-19 mRNA VACCINE; Lot Number: ew0158; Formulation: solution for injection), dose 2 via 

an unspecified route of administration, administered in arm right on 24Apr2021 13:30 as 2nd 

dose, single dose for covid-19 immunisation. Medical history included diabetes. Patient had known 

allergies to penicillin. Concomitant medication included metformin. Patient previously took first 
COVID19 dose of bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE: Lot Number: unknown, 

1390977-1 


Formulation: solution for injection), via an unspecified route of administration, administered in arm 

PRLE STARI ICOVIDIÐ) right on 03Apr2021 at 13:15 as single dose for covid-19 immunisation with no adverse effect. 
Patient developed bell's palsy 32 day after vaccination. Patient did not receive any other vaccines 
within 4 weeks prior to the COVID vaccine. The patient received metformin within 2 weeks of 
vaccination. Patient developed bell's palsy 32 day after vaccination. These adverse event result in 
emergency room/department or urgent care. Patient was treated with anti viral prescription. 
Patient was not diagnosed with covid-19 prior to vaccination and since the vaccination, patient has 
not been tested for COVID-19. The outcome of the event was not recovered. Follow up needed, 
further information has been requested. 


I had history of Bells Palsy and it occurred in Dec2009.Similar symptoms of Bells Palsy started on 
29May2021, 2 weeks after the Covid 2nd dose; I had history of Bells Palsy and it occurred in 
Dec2009.Similar symptoms of Bells Palsy started on 29May2021, 2 weeks after the Covid 2nd 
dose; This is a spontaneous report from a contactable consumer (patient). A 44-years-old male 
patient received BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE), dose 2 via an 
unspecified route of administration, administered in Arm Left on 12May2021 10:45 (Batch/Lot 
Number: EW0177) as single dose for COVID-19 immunisation. Medical history included bell's palsy 
COVID19 in Dec2009. The patient had no known allergies. There were no concomitant medications. The 
BELL'S PALSY | VACCINE | 1390983-1 | patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine and any other 
(COVID19) medications within 2 weeks of vaccination. The patient previously received first dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 mRNA VACCINE), via an unspecified route of administration, 
administered in Arm Left on 21Apr2021 10:15 (Batch/Lot Number: EB8731) for COVID-19 
immunisation. Prior to vaccination, the patient was not diagnosed with COVID-19. The patient 
reported that he had history of Bells Palsy and it occurred in Dec2009. Similar symptoms of Bells 
Palsy started on 29May2021 at 7:00 AM, 2 weeks after the Covid 2nd dose. The patient consulted 
his physician and on medications (Steroid and Anti-infamotroy(inflammatory)) now. Since the 
vaccination, the patient has not been tested for COVID-19. Outcome of the event was recovering. 


I had Bells Palsey a few years ago and the symptoms came back very minor but hasn't gotten any 
better. Not complete paralysis on my fight side of face but reduced strength by more than 50%; 
This is a spontaneous report from a contactable consumer (patient). A 54-year-old male consumer 
received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; Solution for 
injection; Lot number: unknown) via an unspecified route of administration in right arm on 
O8Apr2021 at 14:15 as single dose for COVID-19 immunization. Medical history of the patient 
included Bell's palsy (a few years ago) and known allergies (nine patient is aware of). Patient did 
1390989-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


not receive any other vaccines within 4 weeks prior to the COVID vaccine. Concomitant medication 
received within 2 weeks of vaccination included cetirizine hydrochloride (ZYRTEC) for an 
unspecified indication. Patient previously received first dose of BNT162B2 (PFIZER-BIONTECH 
COVID-19 mRNA VACCINE; Lot number: unknown) via an unspecified route of administration in 
right arm on 25Mar2021 at 14:15 as single dose for COVID-19 immunization. Prior to vaccination 
the patient was not diagnosed with COVID-19. Since the vaccination, the patient has not been 
tested for COVID-19. On O9Apr2021 at 05:00, 14 hours 45 min after receiving second dose of 
vaccination, the symptoms of Bell's palsy came back very minor but had not gotten any better, not 
complete paralysis on patient's right side of face but reduced strength by more than 50 per cent. 
Outcome of the event was not resolved. Information on the lot/batch number has been requested. 


I experienced facial numbness and paralysis. As per Doctor it's Bell's Palsy; I experienced facial 
numbness and paralysis. As per Doctor it's Bell's Palsy; I experienced facial numbness and 
paralysis. As per Doctor it's Bell's Palsy; This is a spontaneous report from a contactable consumer 
(patient). A 48-years-old male patient received second dose of BNT162b2 (PFIZER-BIONTECH 
COVID-19 VACCINE, solution for injection, Lot Number: EW0176), via an unspecified route on 
03May2021 at 14:30 (at the age of 48-years) as 2nd dose, single dose in the left arm for covid-19 
immunisation. The patient medical history included chronic lymphocytic leukaemia. The patient had 
1390990-1 


COVID19 
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(COVID19) 


no known allergies. The patient did not receive any other vaccines within four weeks prior to the 
vaccination. It was unknown prior to the vaccination, the patient was not diagnosed with COVID- 
19. Since the vaccination, the patient had not been tested for COVID-19. Concomitant medications 
included rivaroxaban (XARELTO). The patient previously received first dose of BNT162b2 (PFIZER- 
BIONTECH COVID-19 VACCINE, solution for injection, Lot Number: EW0151), via an unspecified 
route on Apr2021 at 14:30 as 1st dose, single dose in the left arm for covid-19 immunisation. On 
28May2021, the patient experienced facial numbness and Paralysis. As per doctor it's bell's Palsy. 
The patient received treatment for events with prednisone and valacyclovir. The patient visited 
physician office. The outcome of the events was not recovered. Follow-up attempts are needed. 
Further information is requested. 


"I guess it was like bell's palsy and I had it happened to me three times, two times in one day and 
then one time like a couple days later; Mouth twisting; Eye closing; This is a spontaneous report 
from a contactable consumer or other non hcp reported herself. A 45-years-old female patient 
received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection), dose 2 via an 
unspecified route of administration, administered in Arm Left on 20May2021 14:15 (Batch/Lot 
Number: EW0185) as a Single dose for covid-19 immunization. The patient past Medical history 
included asthma. The concomitant medication was reported as no. the patients historical vaccine 
included BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 1, administered in Arm Left on 
was not administered another vaccine within 4weeks prior. On 26May2021, after the second dose 
1390993-1 


COVID19 
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29Apr2021 (Batch/Lot Number: EW0167) as a Single dose for covid-19 immunization. The patient 
of her vaccine the patient experienced side effect of the mouth twisting, eye closing and she 
couldn't like, she guesses it was like bell's palsy and she had it happened to her three times at 
5:30 in the morning and then again at 8:45 when she went to work and then she had to go to the 
emergency on the Wednesday and then again on the 28th in the morning at about 6 O'clock in one 
day and then one time like a couple days later. The patient confirmed went to emergency, stated, 
"she called the advice nurse and they said nothing was going on like when they did there, but she 
had her, when she was at work, she had people who seen it happening to her. So that was a good 
thing because as it met, she doesn't think that people would believe that it happened to her and 
she didn't want to take the shot just because of the side effects. But due to her job policy that we 
dite to a it, so that's why she took it to keep her job. Consumer o ~ No; they didn't do 


[Ee |S 
[Symptoms | yacan 'vacnsiD| Adverse Event Description = 
Symptoms Type [Symptoms | yacan 'vacnsiD| Adverse Event Description = Adverse Event Description 


Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 30-year-old 
male patient received bnti62b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, Formulation: 
Solution for injection, Lot number: EW0171, expiration date not reported), via an unspecified route 
of administration, administered in Left arm on 30Apr2021 14:00 (at the age of 30-years-old) as 
2nd dose, single dose for covid-19 immunisation. Medical history was reported as none and the 
patient had no known allergies. The patient did not receive other medications in two weeks of 
vaccination. The patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA 

COVID19 VACCINE, Formulation: Solution for injection, Lot number: ER8732) via an unspecified route of 

BELL'S PALSY | VACCINE | 1390995-1 | administration, administered in Left arm on O9Apr2021 14:00 as 1st dose, single dose for covid-19 

(COVID19) immunisation. The patient did not receive any other vaccines within 4 weeks prior to the COVID 
vaccine. The patient was not diagnosed with COVID-19 prior to vaccination. The patient has not 
been tested for COVID-19 since the vaccination. On 21May2021 at 16:00, the patient experienced 
Bell's palsy and was treated with Antiviral / steroid prescription. The adverse event resulted in 
emergency room/department or urgent care. The reporter assessed event as non-serious with no 
seriousness criteria of resulting in death, Life threatening, Caused or prolonged hospitalization, 
Disabling or Incapacitating, Congenital anomaly or birth defect. The outcome of the events was 
recovering. 


Diagnosed with Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 

31-year-old non-pregnant female patient received second dose of BNT162B2 (PFIZER-BIONTECH 

COVID-19 mRNA VACCINE; Formulation: Solution for injection, Lot number: EW0179, Expiration 

Date: unknown), via an unspecified route of administration, administered in left arm on 

03May2021 at 10:15 (at the age of 31-year-old) as single dose for covid-19 immunization. The 

patient's medical history and known allergies were not reported. The patient did not receive any 
COVID19 other vaccines within 4 weeks prior to the COVID vaccine. Concomitant medications included 

1390997-1 


' escitalopram oxalate (LEXAPRO); vitamin D NOS [VITAMIN D] and vitamin B complex (VITAMIN B). 

BELLS PALSE CODI? The patient previously received first dose of BNT162B2 (Lot number: ER8731) via an unspecified 
route of administration, administered in left arm on 12Apr2021 at 10:15 for COVID-19 
immunization. Prior to the vaccination the patient was not diagnosed with COVID-19. The patient 
was not pregnant at the time of vaccination. On 14May2021 at 20:00, the patient was diagnosed 
with Bell's Palsy. Treatment received for the adverse event included Steroid pills and antibiotics for 
1 week. The event resulted in emergency room/department or urgent care. Therapeutic measures 
were taken as a result of event. Since the vaccination the patient had not been tested for COVID- 
19. The outcome of the event was resolving. Device Date: 01Jun2021 


sharp pain that was radiating from the back side of her left ear; Headache; brief sensation of a 
frozen face on the left side; also felt shortness of breath and she felt dizzy; also felt shortness of 
breath and she felt dizzy; This is a spontaneous report from a contactable consumer. A female 
patient of an unspecified age received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution 
for injection, Lot number: EW0180), via an unspecified route of administration in the left arm on 
01Jun2021 as first dose, single for COVID-19 immunization. Medical history and concomitant 
medications were not reported. On 01Jun2021 (approximately after 30 minutes), the patient 
experienced brief sensation of a frozen face on the left side, she also felt shortness of breath and 
felt dizzy. Patient also experienced sharp pain that was radiating from the back side of her left ear 
1391014-1 


and even though the frozen feeling went away after a few seconds to a minute or so the pain 
lasted for longer. On 02Jun2021, patient felt that pain from time to time. The patient reported that 
the frozen face feeling started 30 minutes after she was given the COVID vaccine and lasted for 
less than one minute. Probed for outcome of the sharp pain and she said that currently it was less 
sharper compared to yesterday, it was a little bit more dull compared to yesterday (01Jun2021). It 
was not frequent but she could feel it from time to time. She said these went away when the 
frozen face was gone. The patient stated that she had never experienced this kind of frozen face 
before. She was on medication but it was a medication that she had been taking and she didn't 
think that she had ever experienced this before. The only symptoms that she could feel on the day 
of reporting (02Jun2021) was a slight headache, but she took Tylenol and it had been helping. She 
felt like maybe she had a fever kind of but she took Tylenol and she did not actually had a fever. 
The outcome of the brief sensation of a frozen face on the left side, felt shortness of breath and 
felt dizzy was recovered on 01Jun2021 while for the other events was unknown. Information on 
Lot/Batch number was available. Additional information has been requested. 


COVID19 
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COVID19 
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(COVID19) 


immunization. The patient's medical history and concomitant medications were not reported. On 
26May2021 a week after the vaccination patient experienced her tongue felt like burnt and her 
food tasted funny, and face still felt funny, her neck hurt. On 29May2021 her jaw locked up, when 
brushing teeth water dribbled out of side of her mouth, she could not open her mouth wide enough 
to eat. On next day 30May2021 her son noticed that patient's face drooping on one side called 
911. She thought she was having a stroke but at the hospital said she had Bell's Palsy. The doctor 
at the hospital stated it was one of the side effects of the shot. The patient started to take 60mg of 
Cymbalta and .37mg of Synthroid daily as a treatment to event. The outcome of the events was 


Her face drooping on one side/when brushing teeth water dribbled out of side of her mouth/ Bell's 
palsy; Her jaw locked up, when / she could not open her mouth wide enough to eat; Her tongue 
felt like it was burnt and her food tasted funny; Her tongue felt like it was burnt and her food 
tasted funny; Her neck hurt; This is a spontaneous report from a contactable consumer (Patient 
herself). A 53-years-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 
VACCINE, Solution for injection, Batch/Lot number was not reported), via an unspecified route of 
administration on 20May2021 (at 53-years age) as 2nd dose, single dose for covid-19 
1391015-1 
unknown. 


VACCINE, Solution for Injection, Batch/Lot Number: EN6201), via an unspecified route of 
administration, administered in arm right on 26Feb2021 at a ist dose, single dose and received 
second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for Injection, 
Batch/Lot Number: EN6199) via an unspecified route of administration, administered in arm right 
on 19Mar2021 at 2nd dose, single dose, both the doses for covid-19 immunisation. Medical history 
included tremor (she take's Topamax because she has a very fine essential hand tremor so they 
wanted to try that in her right hand). Concomitant medication included topiramate (TOPAMAX) 
taken for tremor. Prior Vaccinations within 4 weeks was no, adverse event following prior 


BELL'S PALSY | COVID19 1391099-1 | Her vision is blurry she went to the eye doctor and in the back of the right eye there are two 
VACCINE blisters that are representing an allergic reaction; fatigued; Severe pain/The pain is terrible it is 
(COVID19) ongoing. Her right forehead temporal all the way down the jaw line to her right ear; Blurry vision; 
right side of her face was flaccid; That day they diagnosed four other patients with Bell's Palsy who 
received Pfizer.; Sore arm; This is a spontaneous report from a contactable other hcp. A patient of 
unspecified age and gender received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
vaccinations was none eane has had the flu vaccine and shingies no o The penen did not 


patient experienced fatigued, Her vision is blurry she went to the eye doctor and in the back of the 
right eye there are two blisters that are representing an allergic reaction, on 26Feb2021 the 
patient experienced Sore arm, on 04May2021, the patient experienced That day they diagnosed 
four other patients with Bell's Palsy who received Pfizer, right side of her face was flaccid, on 
06May2021, the patient experienced Blurry vision, on 10May2021 Severe pain/The pain is terrible 
it is ongoing. Her right forehead temporal all the way down the jaw line to her right ear. All the 
adverse events lead to emergency room visit. Patient received treatment as eye drops for the 
event Her vision is blurry she went to the eye doctor and in the back of the right eye there are two 
blisters that are representing an allergic reaction and prednisone 60 mg a day for a week. And the 
other one was acyclovir an anti-viral 1 gram 3 times a day for a week as a treatment for the event 
that day they diagnosed four other patients with Bell's Palsy who received Pfizer, right side of her 
face was flaccid. Event Details: Patient talked to Pfizer. Patient had to gone to ER on 06May2021. 
She woke up actually on the 04May2021. She looked in mirror and the right side of her face was 
flaccid and muscles weren't moving and she said her lips were numb. Right side of her face was 
flaccid: Attempted to clarify seriousness criteria with patient. Patient stated it was disfiguring 
initially then said it was disabling. Patient stated it was a slight improvement. Treatment - When 
she got this patient called an MD live where you talk to a doctor. Patient wanted to know if it was 
one of her medications that could cause this. He said she take's Topamax because she has a very 
fine essential hand tremor so they wanted to try that in her right hand. He said that if it was that 
medication they would stop it and in a few days it would go away and it persisted and her eye 
closed. Muscles weren't moving: treatment - On 06May2021 patient went to the ER. Patient had 
her friend take her there. Two ER doctors saw it and they said it Bell's palsy. Patient has some 
other symptoms that have occurred about 2.5 to 3 weeks ago with the right side of your face she 
had severe pain. Severe pain: The pain is terrible it is ongoing. Her right forehead temporal all the 
way down the jaw line to her right ear. It is disabling you can't imagine. Why did she get this. The 
pain is still persisting day and night. Treatment - Her primary doc-tor ordered physical therapy she 
hasn't started treatment. Its not until O8Jun2021 she guesses they are going to do ultrasound she 
will get an evaluation with the ultrasound to see if they can reduce the inflammation to all those 
areas where her face isn't moving, the muscle. She thinks it is important to add that coffee or any 
liquids drips out of her mouth and onto her top. She has to bend over the kitchen table she can't 
chew her food on the right side and the food goes up to the gum line and doesn't go anywhere. 
The inside of her cheek muscles aren't moving. Causality: She was fine. Yes, patient was healthy 
she would walk visit her friends with the covid thing patient hasn't been visiting that much just on 
the phone talking or going grocery store. Patient wasn't sick with the cold or flu, nothing. She 
wasn't stressed. Time the Vaccination Was Given: Her vision is blurry she went to the eye doctor 
and in the back of the right eye there are two blisters that are representing an allergic reaction. 
Blurry vision: It is ongoing she can't even look at phone. Patient has to get the non prescriptive 
reading glasses. He said she didn't need eye glasses. Treatment - He said to put in eye drops, 
prescriptive, now they sell it over the counter for allergic reaction to eye. One drop in both eyes. It 
is persisting patient has never had vision problems before all of this. Adverse event require a visit 
to Emergency Room, on 06May2021 she went to the ER and they had two ER doctors verify that it 
was Bell's Palsy. Just a tid bit the ER doctor said we never had so many Bell's Palsy patients. That 
day they diagnosed four other patients with Bell's Palsy who received Pfizer. DSU agent asked 
caller if she had any further information on the patients or would like to file a safety report on their 
behalf. Reporter declined to provide any further information and declined to complete a safety 
report on their behalf stating no that would be against HIPPA. Sore arm: start - The day she got 
her first injection on 26Feb2021. Then it went away she would say 48 hours. The second vaccine 
her arm was sore like the first one and she felt fatigued for about 72 hours but then it went away. 
The CDC had told her on the phone that 10% of people either get neurological or Bell's Palsy from 
the Pfizer vaccine. The pain is severe and just so unbearable. They are going to do an MRI to see if 
the virus is still occurring to the 7th cranial never. The event that day they diagnosed four other 
patients with Bell's Palsy who received Pfizer was considered as serious with seriousness disability, 
medically significant, the events Blurry vision, right side of her face was flaccid, Severe pain/The 
pain is terrible it is ongoing. Her right forehead temporal all the way down the jaw line to her right 
ear was considered as serious with seriousness disability. Out-come of the events severe pain/the 
pain is terrible it is ongoing. her right forehead temporal all the way down the jaw line to her right 
ear, her vision is blurry she went to the eye doctor and in the back of the right eye there are two 
blisters that are representing an allergic reaction was not re-solved and that day they diagnosed 
four other patients with Bell's Palsy who received Pfizer, Blurry vision, right side of her face was 
flaccid, fatigued, Sore arm was unknown. Causality as per reporter was related to the events 
Severe pain, Sore arm, fatigued, right side of her face was flaccid, the patient experienced That 
day they diagnosed four other patients with Bell's Palsy who received Pfizer, right side of her face 
was flaccid. PSCC Communication: DSU agent attempted to clarify with caller if she had any 
medically related questions that we suggest she reaches out to her primary care provider. Provided 
caller with Report Reference PSBNIJOC. Information on Lot/Batch number has been requested.; 
Sender's Comments: Based on the information currently available, a possible contributory role of 
the suspect vaccine BNT162B2 in triggering the onset of 
bell'spalsy,hypersensitivity,hypotonia, blurred vision,hypotonia,pain cannot be excluded But also 
consider concomitant medications and relevant medical history. The impact of this report on the 
benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety 
evaluation, including the review and analysis of aggregate data for adverse events. Any safety 
concern identified as part of this review, as well as any appropriate action in response, will be 
promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as 
appropriate,Linked Report(s) : US-PFIZER INC-2021662288 same reporter/product/event, different 
patient; US-PFIZER INC-2021662287 same reporter/product/event, different patient; US-PFIZER 
INC-2021662286 same reporter/product/event, different patient 


Symptoms ees VAERS 1D Adverse Event Description 


That day they diagnosed four other patients with Bell's Palsy who received Pfizer.; This is a 
spontaneous report from a contactable other hcp (nurse). A non-pregnant female patient of 
unspecified age received unknown dose of BNT162B2 (PFIZER-BIONTECH COVID VACCINE, 
solution for injection, batch/lot number was not reported), via an unspecified route of 
administration, on an unspecified date, as a SINGLE DOSE for COVID-19 immunization. The 
patient's medical history and concomitant medications were not reported. On 06May2021, the 
patient experienced that day they diagnosed four other patients with bell's palsy who received 
COVID19 Pfizer. The evet was medically significant. The patient was visited to emergency room. The 
BELL'S PALSY | VACCINE outcome of the event was unknown. Follow-up attempts needed; information about lot/batch no. 
(COVID19) requested. Further information expected.; Sender's Comments: Based on the information 
provided, A possible contributory role of the suspect product to the development of Bell's Palsy 
cannot be excluded. The impact of this report on the benefit/risk profile of the Pfizer product is 
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 
aggregate data for adverse events. Any safety concern identified as part of this review, as well as 


any appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics 
Committees and Investigators, as appropriate.,Linked Report(s) : US-PFIZER INC-2021662119 
same reporter/product/event, different patient 


COVID19 
BELL'S PALSY | VACCINE | 1391270-1 | G51.0 - Bell's palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1391382-1 | Belle's Palsy, Left side of face. Treatment Anti-Viral and Prednisone. Has not normalized to date. 
(COVID19) 


After the shot, the second day my arm was sore. That got better but after 10-12, I couldn't hold 
COVID19 water in my mouth. After a few hours in the evening it got worse. I woke up the next morning 
BELL'S PALSY | VACCINE | 1391904-1 thinking something was wrong with my teeth, I went to the dentist but nothing was wrong 
(COVID19) ~~~ | according to dentist. I then went to the ER and stayed overnight while they ran tests. I did not 
have a stroke, they said it was bells palsy. I took medication for the nerve pain. I was doing 


psychical therapy and acupuncture to treat bells palsy. 


COVID19 
BELL'S PALSY |VACCINE | 1391915-1 | BELLS PHALSY, PARTIAL FACE PARALYSIS, RIGHT EYE & LIP TWITCH 
(COVID19) 


COVID19 : F . ; oe , 
BELL'S PALSY |VACCINE | 1392002-1 side effect of Moderna is Belpalsey was diganosed May 17th er Hospital taken medication given to 
(COVID19) ———— | me follow up family dr check up with heart dr Moderna cause inflamation around your heart 


"On 6/6 my tongue started to feel funny-thick, light colored and slimy. Continued and was 
bothersome so by Tuesday 6/8 I outreached my MD thinking it might be thrush (although I didn't 
really have anything ""on"" my tongue. Tuesday night when I laid down to sleep I had a bad pain 
on the right side of my neck, thought it might be a pulled muscle, onset was sudden along with 
headache. I took some Ibuprofen and CBD oil and finally was able to go to sleep. Next day 6/9 
pain came back, with a rush of anxiety, bad pain behind my right ear and on top of my earlobe and 
again the same neck pain. I also had chest pain. I cried for several minutes. I took a couple of CBD 
gummies to calm me down(thought I was just anxious). It got better but didn't go away. The only 
thing new I noticed at that point was my eyes felt swollen but I figured it was because I cried for a 
few minutes. A few hours later my daughter told me my face looked weird. My eyes were not 
closing at the same time. I couldn't smile all the way and one eye is bigger than the other. I have 
facial dropping. ER confirmed it was Bell's Palsy, likely starting up on Sunday. Unknown if related to 

COVID19 vaccine. The day after my 2nd dose, 5/6, the lymph node on my neck on my left side swelled up 

BELL'S PALSY | VACCINE | 1392061-1 | and stayed there for about a week. I had some malaise and mild fever but other than the cocoa 

(COVID19) puff didn't feel anything odd. My husband told me I've been complaining more than usual of hives 
(I get them on occasion ) and malaise but because I have fibromyalgia I didn't give it much 
thought and thought it was just a normal immune response. The onset of this Bell's Palsy has 
definitely sent my fibro into a mean flare. The ER gave me Ativan and Solu-Medrol IV and first 
dose of antiviral. I am currently on a course of Famvir and Prednisone for the Bell's. I have been 
taking CBD oil and Ibuprofen for the pain in my face, head, neck, ear, and body..I have lubricating 
drops for my eye. Today I can barely smile at all and of course my face is puffy from the 
prednisone. It's been difficult at times to eat and talk. *** I do want to note because I do not see 
an option anywhere here that while the v-safe notifications worked for the 1st dose of the vaccine, 
it was not functioning properly for the 2nd dose. It didn't ask me about the 2nd dose until weeks 


after I had it and it was well after the cocoa puff on my neck had gone down. Since there is no way 
to manually enter information and you are at the mercy of when you get a text, the information is 
in v-safe for me for the 2nd dose is wrong." 


COVID19 I developed Bells Palsy. When I went to the emergency room I was given steroids, and my doctor 
BELL'S PALSY | VACCINE | 1392484-1 prescribed an antiviral for me. When I spoke with my primary doctor over the phone when I was 
(COVID19) ~~ ~~ | out of town, I was prescribed another week of antiviral. So I had two weeks of antiviral and one 


week of steroids. 


COVID19 
BELL'S PALSY | VACCINE | 1392817-1 | Drooping left side of face. Have bells palsy 
(COVID19) 


It first started with an eye droop and within 24 hours the whole right side of my face was drooping. 
COVID19 I went to the doctors office and was diagnosed with Bell's Palsy. They gave me prednisone and 
BELL'S PALSY | VACCINE | 1392870-1 | valacyclovir. I took that for one-two weeks and I went for a follow up appt, 04/09/2021, and I still 
(COVID19) had a bit of an eye droop, but that has resolved now. I am a little worried that the prednisone will 


take away some of the effect of the vaccine. 


BELL'S PALSY ei 4392884-1 Bell's Palsy (severe) beginning on May 15. No response or movement until about two weeks after 
(COVID19) == | the onset. Four weeks later still not fully recovered. 
GOvVIDIS On May 24th developed fullness in Left ear, thi ff for 2 weeks. On June 9 developed 
BELL'S PALSY | VACCINE n May eveloped fullness in Left ear, this was on/off for 2 weeks. On June evelope 
(COVID19) vertigo, on may 10th developed left sided Bell's Palsy. 


COVID19 On 5/31/21 I got a headache and noticed blurry vision. At approximately 11pm I noticed I was 
BELL'S PALSY | VACCINE | 1393239-1 dribbling when I drank from a cup. At 2am on 6/1 I went to the Medical Office at my work and 
(COVID19) ~~~ | spoke to the Nurse. After seeing my face the Nurse determined I needed to go to the ER 


immediately. I went to the ER . After CT scan and physical test they determined I had Bell's Palsy. 


Symptoms ees VAERS 1D Adverse Event Description 


Fatigued; Her vision is blurry she went to the eye doctor and in the back of the right eye there are 
two blisters that are representing an allergic reaction; Severe pain/The pain is terrible it is 
ongoing. Her right forehead temporal all the way down the jaw line to her right ear; Blurry vision; 
That day they diagnosed four other patients with Bell's Palsy who received Pfizer/right side of her 
face was flaccid/muscles weren't moving; Lips were numb; Sore arm; This is a spontaneous report 
from a contactable consumer. This 68-year-old female consumer reported that received first dose 
of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Batch/Lot number was 
not reported, NDC number and expiry Date was not provided) via an unspecified route of 
administration, administration, administered in right arm on 26Feb2021(at the age of 75-year-old) 
at single dose for COVID-19 immunization at the workplace of hospital. The patient medical history 
and concomitant medications were not reported. Family medical history relevant to adverse event, 
No, she has a twin sister. They went together for the COVID vaccine on the same day but they are 
fraternal and not identical. All she remembers was a sore arm for 24hours. The patient did not 
receive any other vaccines within 4 weeks prior to the COVID vaccine. The patient experienced 
that day they diagnosed four other patients with bell's palsy who received PFIZER on an 
unspecified date. Sore arm on 26Feb2021. On 04May2021 the patient experienced lips were numb, 
right side of her face was flaccid, blurry vision on 06May2021, severe pain on 10May2021. It was 
reported pharmacist stated she was speaking with a patient that needed to be connected to 
someone about the side effects she was experiencing. Patient stated she talked to Pfizer a while 
back and they took her to CDC. Patient talked to PFIZER. Muscles weren't moving the treatment on 
06May2021 she went to the ER. She woke up actually on the 04May2021 and she was going to go. 
She got up at 7 and was going to go to the grocery store. She got dressed and she was going to 
her brush teeth and everything. She looked in mirror and the right side of her face was flaccid and 
muscles weren't moving and she said her lips were numb. Right side of her face was flaccid. She 
stated it was disfiguring initially then said it was disabling. She stated it was a slight improvement. 
Patient talked to a doctor. She wanted to know if it was one of her medications that could cause 
this. Doctor said she taken Topamax because she has a very fine essential hand tremor so they 
wanted to try that in her right hand. He said that if it was that medication they would stop it and in 
a few days it would go away and it persisted and her eye closed. She had her friend take her there. 
Two ER doctors saw it and they said it Bell's palsy. She has some other symptoms that have 
occurred about 2.5 to 3 weeks ago with the right side of your face she had severe pain. The pain 
was terrible it was ongoing. Her right forehead temporal all the way down the jaw line to her right 
ear. It was disabling you can't imagine. Why did she got this. The pain was still persisting day and 
night. Her primary doctor ordered physical therapy she had not started treatment. It was not until 
08Jun2021 she guesses they are going to do ultrasound she will get an evaluation with the 

B 


ultrasound to see if they can reduce the inflammation to all those areas where her face was not 
COVID19 moving, the muscle. She thought it was important to add that coffee or any liquids drips out of her 
ELL'S PALSY | VACCINE | 1394139-1 | mouth and onto her top. She has to bend over the kitchen table she can't chew her food on the 
(COVID19) right side and the food goes up to the gum line and doesn't go anywhere. History and 

Investigations: patient stated no she was fine before the Pfizer vaccine. Patient was healthy she 
would walk visited her friends with the COVID thing she had not been visiting that much just on 
the phone talking or going grocery store. She was not sick with the cold or flu, nothing. She was 
not stressed. Patient vision was blurry she went to the eye doctor and in the back of the right eye 
there was two blisters that was representing an allergic reaction. It was ongoing she can't even 
look at phone. She has to got the non prescriptive reading glasses. He said she did not need eye 
glasses. Doctor said to put in eye drops, prescriptive, now they sell it over the counter for allergic 
reaction to eye. One drop in both eyes. It was persisting she has never had vision problems before 
all of this. She got both on her right arm because she sleeps on the other side. She should know 
the number since she used to work there 10 years ago. On 06May2021 she went to the ER and 
they had two ER doctors verified that it was Bell's Palsy. Just a tid bit the ER doctor said God we 
never had so many Bell's Palsy patients. That day they diagnosed four other patients with Bell's 
Palsy who received PFIZER. They did her medication they gave her prednisone 60 mg a day for a 
week. And the other one was acyclovir an anti-viral 1 gram 3 times a day for a week. The day she 
got her first injection on 26Feb2021. Then it went away she would say 48hours. The patient 
received her second dose of bnti62b2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for 
injection, Lot number: EN6199, NDC number and expiry Date was not provided) via an unspecified 
route of administration, administration, administered in right arm on 19Mar2021 (at the age of 75- 
year-old) at single dose for COVID-19 immunization at the workplace of hospital. The second 
vaccine her arm was Sore like the first one and she felt fatigued for about 72 hours but then it 
went away. The CDC had told her on the phone that 10% of people either get neurological or Bell's 
Palsy from the Pfizer vaccine. The pain was severe and just so unbearable. They were going to do 
an MRI to see if the virus was still occurring to the 7th cranial never. There was no additional 
vaccines administered on same date of the PFIZER Suspect. The patient required to visit to the 
emergency room. The patient did not visit to physician office. The outcome of events her vision is 
blurry she went to the eye doctor and in the back of the right eye there are two blisters that are 
representing an allergic reaction, sore arm and fatigued was unknown and rest all events outcome 
was not recovered. Information on Lot/Batch number has been requested.; Sender's Comments: 
Based on known drug safety profile, there is reasonable possibility of causal association between 
the events Bell's palsy, hypoaesthesia oral, vision blurred, pain, fatigue, pain in extremity, and 
hypersensi-tivty and the suspect drug. The impact of this report on the benefit/risk profile of the 
Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the review 
and analysis of aggregate data for adverse events. Any safety concern identified as part of this 
review, as well as any appropriate action in response, will be promptly notified to regulatory 
authorities, Ethics Committees, and Investigators, as appropriate.,Linked Report(s) : US-PFIZER 
INC-2021662119 same reporter/product/event, different patient 


COVID19 ; Bo aes att : . , 

BELL'S PALSY |VACCINE | 1394206-1 pt reported symptoms of bell's palsy 2 weeks following initial pfizer vaccine. pt was diagnosed and 

—————— | treated by physician with 60mg prednisone per day. 

(COVID19) 
COVID19 

BELL'S PALSY | VACCINE | 1394213-1 | Bell?s palsy 
(COVID19) 
COVID19 

BELL'S PALSY | VACCINE | 1394706-1 | Bell's Palsy 
(COVID19) 


I was fine didn?t show signs after the second dose just tired and then by the week after I started 

COVID19 feeling more tired and my eye on my left side wouldn?t stop twitching I also had a massive 

BELL'S PALSY |VACCINE | 1394751-1 | headache through out that week the progressively got worse. Then on Thursday the left side of my 
(COVID19) face felt tingling and thought I could sleep it off then that Friday the left side of my face was 


-Symptoms — oms moe E Adverse Event Description 


I got a mild case of Bell's Palsy. My face did not droop but I could not lift the left side of my face at 
cove Il. I could not fully smile or fl trils. I also had he but infection. I am 10 
BELL'S PALSY |VACCINE | 1395288-1 | @l!- I could not fully smile or flare my nostrils. I also had an earache but no ear infection. I am 


(COVID19) ~~~ | days into having Bell's Palsy and I have seen an improvement in the movement of my face after 


one week of Prednisone. But there is still a long way to go before I fully recover. 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 Headache On Jan 1, 2021 10:00 had facial droop with headache, went to ED Narrative: went to ED 
BELL'S PALSY | VACCINE Jan 1 after onset of facial droop with headache around 10:00am, diagnosed with Bell's Palsy, 
treated with Toradol, Acyclovir, Benadryl and 7 day course of Prednisone 60mg daily and acyclovir 


(COVID19) 
1000mg q8 hours x 7 days 


COVID19 
BELL'S PALSY | VACCINE | 1395689-1 | We were notified that pt was in the ER on 6/13/21 with a diagnosis of Bells Palsy. 
(COVID19) 
COVID19 Patient states he can't control his mouth or his left eye, started yesterday morning and seems to 
BELL'S PALSY | VACCINE | 1395783-1 | be getting worse. He reports random tearing from the left eye. Also has left ear/jaw pain. 
(COVID19) Developed 4/29/2021. Dx with Bells Palsy. 


COVID19 ' ; : ae : 
BELL'S PALSY | VACCINE | 1395797-1 Bell's palsy right side from June 4 and continuing. Beaver of 102.1 June 4 for approximately 12 
(COVID19) =>> | hours, headache continuing from June 3, 


I got the 2nd dose, I went and sat down my heart was racing and I was breathing funny. The side 
were I got the shot my muscles felt like it was moving and my face started to droop and was 
swelling. The rushed me to the er and they gave me an cocktail for my reaction and they said that 
COVID19 I passed out. It was like I went to sleep and and woke up with a disability. I have muscle spams in 
BELL'S PALSY | VACCINE | 1395872-1 | my face, I could feed myself my daughter had to feed me. They told me that it was bells palsy. 
(COVID19) they gave me pretonze and stomach meds to treat it. They told me they wouldn't take my case 
since the vaccine was voluntary. They gave me muscles relaxer but it was messing with my heart. 
It took me until march till I was normal but I still have the fast blinking and lock in my mouth . I 


I was diagnosed with Bell?s palsy. Left side facial paralysis. These symptoms lasted about 3 weeks 
during treatment 


also had a seizure a month later. 


Patient reported to provider that after the 1st vaccine, administered 03/18/2020 he noticed some 
BELL'S PALSY Gane 4396014-1 left eye droop. Not severe or alarming and resolved. After receiving the 2nd Vaccine on 
(COVID19) ~~ — | 04/12/2021, pt reports going to ER on 5/14/2021 for what they diagnosed as Bells palsy. He was 
seen for a follow up visit today 06/14/2021. 

COVID19 
BELL'S PALSY | VACCINE | 1396368-1 | Facial spasms, lip twitching, loss of taste, Bell?s palsy 

(COVID19) 

CoOVID19 Fatigue, unable to stay awake x 3 days , felt hot and cold, severe body pain, lump r side of neck 
BELL'S PALSY |VACCINE 1397036-1 then | A nder arm clk , Bells Pals J f if 

(COVID19) ve pit, y 

COVID19 
BELL'S PALSY |VACCINE | 1397266-1 | fourth palsy and Bells palsy back to back 

(COVID19) 


COVID19 
BELL'S PALSY | VACCINE | 1397482-1 | Bell's Palsey 
(COVID19) 


Bells-Palsy after 1st dose; This spontaneous case was reported by a pharmacist and describes the 
occurrence of BELL'S PALSY (Bells-Palsy after 1st dose) in a male patient of an unknown age who 
received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. No Medical History 
information was reported. On an unknown date, the patient received first dose of mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an unknown date, the patient 
experienced BELL'S PALSY (Bells-Palsy after 1st dose) (seriousness criterion medically significant). 
COVID19 At the time of the report, BELL'S PALSY (Bells-Palsy after 1st dose) outcome was unknown. The 
BELL'S PALSY | VACCINE | 1398493-1 | action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For 
(COVID19) mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any 
causality assessments. No concomitant medications were provided. No treatment information was 
provided. Company comment: Based on the current available information and temporal association 
between the use of the product and the start date of this event, a causal relationship cannot be 


excluded.; Sender's Comments: Based on the current available information and temporal 
association between the use of the product and the start date of this event, a causal relationship 
cannot be excluded. 


Symptoms ees VAERS 1D Adverse Event Description 
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COVID19 


(COVID19) 


COVID19 
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COVID19 
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COVID19 
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BELL'S PALSY | VACCINE 


COVID19 


(COVID19) 


COVID19 


COVID19 


(COVID19) 


ELL'S PALSY |VACCINE 
COVID19 
BELL'S PALSY | VACCINE | 1402901-1 | seen in ER for Bells Palsey facial effects 
() Q19 


1398574-1 


1399266-1 


1399851-1 


1400885-1 


1402825-1 


Two ER doctors saw it and they said it Bell's palsy; This is a spontaneous report from a contactable 
nurse. This nurse reported for a patient. The patient of an unspecified age and gender received 
BNT162B2 (Solution for injection, Lot number: unknown) via an unspecified route of administration 
on an unknown date, as a single dose for Covid-19 immunization. Medical history and concomitant 
medications were not reported. The patient stated that, she talked to Pfizer. She had to gone to ER 
on 06MAY2021. She woke up actually on the 04MAY2021 and she was going to go. She got up at 7 
and was going to go to the grocery store. She got dressed and she was going to her brush teeth 
and everything. She looked in mirror and the right side of her face was flaccid and muscles weren't 
moving and she said her lips were numb. Right side of her face was flaccid: Attempted to clarify 
seriousness criteria with caller. She stated it was disfiguring initially then said it was disabling. She 
stated it was a slight improvement. When she got this she called online doctor visit where you talk 
to a doctor. She wanted to know if it was one of her medications that could cause this. Doctor said 
she take's Topamax because she has a very fine essential hand tremor so they wanted to try that 
in her right hand. MD said that if it was that medication they would stop it and in a few days it 
would go away and it persisted and her eye closed. Muscles weren't moving : treatment û On 
O6MAY2021 she went to the ER. She had her friend take her there. Two ER doctors saw it and they 
said it Bell's palsy. She has some other symptoms that have occurred about 2.5 to 3 weeks ago 
with the right side of your face she had severe pain. Severe pain: The pain was terrible it is 
ongoing. Her right forehead temporal all the way down the jaw line to her right ear. It is disabling 
you can't imagine. Why did she get this. The pain was still persisting day and night. Treatment - 
Her primary doctor ordered physical therapy she hasn't started treatment. Its not until O8JUN2021 
she guesses they are going to do ultrasound she will get an evaluation with the ultrasound to see if 
they can reduce the inflammation to all those areas where her face isn't moving, the muscle. She 
thinks it is important to add that coffee or any liquids drips out of her mouth and onto her top. She 
has to bend over the kitchen table she can't chew her food on the right side and the food goes up 
to the gum line and doesn't go anywhere. The inside of her cheek muscles aren't moving. It was 
stated that on 06May2021, they diagnosed four other patients with Bell's palsy who received Pfizer. 
They did her medication they gave her prednisone 60 mg a day for a week. And the other one was 
acyclovir an anti-viral 1 gram 3 times a day for a week. The evet was medically significant. The 
patient was visited to emergency room. Vaccination Facility Type: Hospital. Prior Vaccinations 
patient did not take any other medication or vaccination within 4 weeks and No adverse events 
following prior vaccinations The outcome of the event of Bell's palsy was unknown. Information on 
Lot/Batch number had been requested Follow-up attempts not completed; information about 
lot/batch number cannot be obtained. No further information expected.; Sender's Comments: 
Based on current information available event bell's palsy was considered related to suspect drug 
based on compatable temporal association and known safety profile of the drug. The impact of this 
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for 
safety evaluation, including the review and analysis of aggregate data for adverse events. Any 
safety concern identified as part of this review, as well as any appropriate action in response, will 
be promptly notified to RAs, Ethics Committees, and Investigators, as appropriate.,Linked 
Report(s) : US-PFIZER INC-2021662119 same reporter/product/event, different patient 


Patient developed signs and symptoms consistent with Bell's Palsy starting 3 days post vaccination. 
Symptoms of eye, ear and neck/throat pain persisted and worsened over the next week. Patient 
was evaluated by her PCP on day 6 post vaccination and was prescribed amoxicillin for potential 
bacterial sinusitis. Two days later symptoms had worsened and she presented to the local ED 
where an EKG and CT scan were normal and the diagnosis of Bell's Palsy were determined. Patient 
completed a 10 day course of high dose prednisone plus acyclovir and has been continued on 
400mg Ibuprofen q6h for the past two weeks due to persistent pain/inflammation. As of today 
symptoms are improving but are not yet fully resolved. 


Bell's Palsy; acute left sided facial nerve paralysis diagnosed officially on 6/6/21. Clinical signs 
started 6/3/21 with progressive facial paralysis and facial twitching. Started steroids and antiviral 
on 6/6/21. Disease is currently present with no resolution yet, no improvement yet (6/1521 at the 
time of submitting this report). First moderna vaccine, left arm 3/19/21. Second moderna vaccine, 
left arm 4/16/21. 


Bells Palsy diagnosed on 5/31/2021. Steroid and antiviral medication. Pulmonary embolism on 
6/9/2021. EKOS procedure on 6/10/2021. Heparin IV for 3 days. Oral medication eliquis 
prescribed. 


Bell?s Palsy since June 13 


Right side of facial paralysis (Bells Palsey) 


On June 13 Bell's palsy was noticed in left lip area and had lasted since then with no improvement 
as of yet. Follow-up with doctor on June 18 


On 6/4, started having muscle ache when she woke up. On 6/5, states has bell's palsy (side of face 
is pulled down, cannot squint right side) 


"Vaccine received 6/1/2021 at 12:20pm. Tingles on right side of my face was occurring within an 
hour of injection. Tingles occurred for 24 hours then progressed to tingles, stiffness and somewhat 
"numb"" like sensation all along the side of my cheek up to my right eye. I was straining to talk 
and noticed I had to move my mouth differently to talk Thursday 6/3/2021 afternoon + evening. 
Went to my primary care doctor on the morning of 6/4/2021 and was diagnosed with Bells Palsy. I 
then began a prescription for steroids - Prednisone (60 mg for six days with tapering down over 10 
days). The Bells did not get worse but now that I have completed the steroids the the tingle, stiff, 
and numb sensations remain." 


Right sided Bell's palsy with right facial pain, treated with course of prednisone/valacyclovir 
followed by gabapentin for persistent pain 


For the first day or two after the 2nd Moderna shot, I had some achy and fever symptoms. Then 
nothing until 6/10/2021 when I developed symptoms of Bells Palsy. Not sure if related to the 
vaccine but wanted to submit VAERS report just in case it's related. 


Vaccine ret 
Symptoms Type Adverse Event Description 


COVID19 
BELL'S PALSY | VACCINE | 1403337-1 | Bells Palsy from 02/20/21 to present. Has improved over time, but still not gone 
(COVID19) 


Around 04/30/2021 I ended up getting some facial paralysis, a pretty quick onset on the left side 
of my face. I started to notice I had some difficulty shutting my eye. I wasn't having any slurred 
speech. I recognized it as a possible Bells Palsy because I have coworkers that have it. My eye 
sight started to become more affected. I went to the ER that same day to rule out stroke. They ran 
blood tests and CT scan to rule out any signs of stroke. Everything came back negative and they 
found no cause for paralysis and assumed it was bells palsy. . I was put on prednisone and an anti- 
viral drug Baclamir (something that started with B ) . I was on about a weeks worth of the anti 
viral and about 10 days of the prednisone, and the first 8 days I was showing signs of 

COVID19 improvement . I couldn't shut my left eye, raise my eyebrow, my whole face was numb on L side 

BELL'S PALSY | VACCINE | 1403745-1 | and I lost taste on L side of tongue. They did test me for Covid when I went to ER. I had a metallic 

(COVID19) taste in my mouth. I took medicine and recovered quickly but within 3-7 days, I ended up getting 
a rash on my back but it wasn't a regular rash because it didn't itch. It was the worst back acne 
possible, around 200 bumps on back that erupted overnight. The ER did r/o shingles but this rash 
was on several different nerve paths, it looked more like a reaction to the prednisone. I am an 
Archeologist and they ran a test to see if I had lyme disease because I come across ticks regularly 
but they came back negative for current and past infection. When I take Amoxicillin I do get heart 


palpitations and that's why I was on the doxycycline. I do take testosterone 1 shot a month in the 
hip. On the 8th day around 05/08/2021 it started to improve and every day after that was a 5% 
improvement. 


COVID19 Woke up the morning after the first shot with a sagging face on the left, watery eyes, runny nose. 
BELL'S PALSY |VACCINE | 1403792-1 | Was taken to the hospital May 30 to get checked and was diagnosed with Bell's Palsy, given 
(COVID19) antibiotics, steroids, and and eye ointment. As of June 16th he still has not recovered. 


COVID19 re : F r 
BELL'S PALSY | VACCINE | 1404236-1 Within 24 hours severe headache, followed by inner war pain, then on Morning of 6/13/2021 
(COVID19) “———— | awoke with left sided facial paralysis inability to close eye or lift smile. 


2 weeks after the shot I had a scary night where I had severe chest pain. I sat up for a few hours 
hoping I wasn't having a heart attack and taking water and tums. I have never had chest pain 
before or since. I was very concerned and wondered if it was the vaccine. I didn't have anything 
COVID19 unusual to eat or drink. I was happy when it finally resolved that same night. I also experienced 
BELL'S PALSY | VACCINE | 1404808-1 Bell's Palsy 2 months after the vaccine. (~June 1st) I have never experienced Bell's Palsy. Iam not 
(COVID19) “~~~ | sure if either of these events were related to the vaccine, but I have no intention of getting a 
yearly covid or flu vaccine now that I have Bell's Palsy. It is terrible, and I'm not taking ANY chance 
of getting this again even if that means I get the flu and covid yearly. I placed my trust in science, 
and not I am not sure I made the right choice. Although I hope my facial movement and ability to 


use my lips and face come back, I realize that some never recover. 


BELL'S PALSY PEA 1404809-1 Initial 48 hours of fever, chills, fatigue 1-2 weeks post injection, Bell's palsy on left side of face 4+ 
(COVID19) “———~~—_ | months (enduring), fatigue, joints ache (hips, wrists, elbows, shoulders) 


might have what looked like bells palsy on one side of his face; second dose appointment was 
scheduled for 15May2021 which he missed; neurologic spasm up and down his spine; serious rigid 
back in the middle of his back; swollen lymph nodes along his neck/ has swollen lymph nodes; 
vomiting; This spontaneous case was reported by an other health care professional and describes 
the occurrence of BELL'S PALSY (might have what looked like bells palsy on one side of his face) in 
a 28-year-old male patient who received MRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below. No Medical History 
information was reported. In April 2021, the patient received first dose of MRNA-1273 (Moderna 
COVID-19 Vaccine) (unknown route) 1 dosage form. On 17-May-2021, the patient experienced 
VOMITING (vomiting). On an unknown date, the patient experienced BELL'S PALSY (might have 
what looked like bells palsy on one side of his face) (Seriousness criterion medically significant), 
PRODUCT DOSE OMISSION ISSUE (second dose appointment was scheduled for 15May2021 which 
he missed), NERVOUS SYSTEM DISORDER (neurologic spasm up and down his spine), MUSCLE 
RIGIDITY (serious rigid back in the middle of his back) and LYMPHADENOPATHY (swollen lymph 
nodes along his neck/ has swollen lymph nodes). The patient was treated with CANNABIS at an 
unspecified dose and frequency. At the time of the report, BELL'S PALSY (might have what looked 
like bells palsy on one side of his face), PRODUCT DOSE OMISSION ISSUE (second dose 

COVID19 appointment was scheduled for 15May2021 which he missed), NERVOUS SYSTEM DISORDER 

BELL'S PALSY | VACCINE | 1405293-1 | (neurologic spasm up and down his spine), MUSCLE RIGIDITY (serious rigid back in the middle of 

(COVID19) his back) and LYMPHADENOPATHY (swollen lymph nodes along his neck/ has swollen lymph nodes) 
outcome was unknown and VOMITING (vomiting) had not resolved. DIAGNOSTIC RESULTS 
(normal ranges are provided in parenthesis if available): On 05-May-2021, Olfactory test: negative 
(normal) negative but it was 24 hour test. The action taken with MRNA-1273 (Moderna COVID-19 
Vaccine) (Unknown) was unknown. For mMRNA-1273 (Moderna COVID-19 Vaccine) (Unknown), the 
reporter did not provide any causality assessments. No concomitant medications reported. 
Treatment medication not reported. This case concerns a 28-year-old male patient who received 
first dose of MRNA-1273 and missed second dose (missed dose. The patient experienced additional 
events after first dose for which based on the current available information and temporal 
association between the use of the product and the start date of the events, a causal relationship 
cannot be excluded. vomiting is consistent with known safety profile of the vaccine. However, 
patient was on multiple concomitant medications which confounds the reported events.; Sender's 
Comments: This case concerns a 28-year-old male patient who received first dose of MRNA-1273 
and missed second dose (missed dose. The patient experienced additional events after first dose 


for which based on the current available information and temporal association between the use of 
the product and the start date of the events, a causal relationship cannot be excluded. vomiting is 
consistent with known safety profile of the vaccine. However, patient was on multiple concomitant 
medications which confounds the reported events. 


Symptoms ees VAERS 1D Adverse Event Description 


"""T was affected by Bells Palsy on Sunday 05/30/21. I had to go to the emergency room. Its been 
a week now and there is no improvement in my face""; This is a spontaneous report from a 
contactable consumer (patient). A 34-year-old female patient received the second dose of 
bnt162b2 (PFIZER- BIONTECH COVID- 19 VACCINE, Solution for injection, Batch/Lot Number: 
EW0170), via an unspecified route of administration, administered in left arm on 18May2021 at 
14:30 (at the age of 34-year-old) as a single dose for Covid-19 immunisation at other facility. The 
patient medical history included unspecified allergies. The patient did not receive any other 
vaccines within 4 weeks prior to the COVID vaccine and did not receive any other medications 
COVID19 within 2 weeks of vaccination. Concomitant medications were not reported. The patient received 
BELL'S PALSY |VACCINE | 1405893-1 | the first dose of bnt162b2 (PFIZER- BIONTECH COVID- 19 VACCINE, Solution for injection, 
(COVID19) Batch/Lot Number: EW0173) via an unspecified route of administration, administered in left arm 
on 27Apr2021 at 15:30 (at the age of 34-year-old) as a single dose for covid-19 immunisation at 
other facility. The patient previously took ibuprofen and experienced allergy. Prior to the 
vaccination, the patient was not diagnosed with COVID-19. Since the vaccination, the patient had 
not been tested for COVID-19. On 30May2021 at 18:30, the patient experienced Bells palsy which 
resulted in emergency room. It's been a week and there was no improvement in her face. Patient 


received steroids and antiviral medication as a treatment for the events. The reporter assessed the 
event as non serious. The outcome of the event was not recovered. Information on Lot/Batch 
number was available. Additional information has been requested." 


COVID19 i ; ; . . 
BELL'S PALSY |VACCINE | 1406468-1 Te e a FEE aaa Seems to be a mild case, and I am 
(COVID19) proving, Du RN ' 
COVID19 
BELL'S PALSY | VACCINE 1406745-1 | Bell's palsy 
(COVID19) 
COVID19 Bell's palsy Right. since April 24,2021 He was seen at MEDICAL CENTER, s/p acyclovir, prednisone 
BELL'S PALSY | VACCINE | 1407202-1 | treatment. pt. states 50% improving It was noted that he had J&J Covid19 vaccine. Pt. advised to 
(COVID19) report it to Vsafe. It will also be reported to VAERS. 


COVID19 — — 
BELL'S PALSY | VACCINE | 1407336-1 | Patient exhibits cough, severe HTN, fatigue, and development of Bell's palsy. Treatment: Patient 
(COVID19) started Ivermectin 


BELLS PALSY SWOLLEN LIP AND EYE-MEDROL 25MG 2X-3X A DAY FOR 5 DAYS-SWELLING 

COVID19 STARTING GOING DOWN AFTER 2 DAYS NUMB ON ALL OF FACE HEADACHES-ADVIL-WORKED 

BELL'S PALSY | VACCINE | 1407687-1 SOME FATIGUE DRY EYE-PATCH ON EYE AT BEDTIME-WORKED AFTER A MONTH AND A HALF I 
(COVID19) “~~~ | STARTED TO FEEL MYSELF AGAIN. IN 4 MTHS AFTER 1ST REACTION I WOKE TO SIMILIAR 


SYMPTOMS BUT NOT AS SEVERE-TOOK MEDROL PACK 4 MG FOR 10 DAYS *UP UNTIL THIS POINT 
I HAD NEVER HAD A REACTION TO A VACCINE. THIS IS THE ONLY ONE I HAVE EVER HAD ONE TO. 


COVID19 
BELL'S PALSY |VACCINE | 1407702-1 | Bells Palsey on right side of face 
(COVID19) 


COVID19 Patient reported to Hospital ED on 6/14/21 and 6/17/21 with left sided face dropping. Patient was 
BELL'S PALSY | VACCINE | 1407721-1 told of diagnosis on 6/17/21 of COVID-19 vaccination associated Bell's Palsey after multiple tests 
(COVID19) — ~~ | performed on both visits. Patient was alert when coming to pharmacy and had clear signs of face 


dropping on left side. He was told to report to pharmacy by ED to submit a VAARS. 


Nearly three week after getting the first vaccine from Pfizer, I started to experience numbness in 
COVID19 my face. On Saturday night (May 8th) I expressed to me wife that I noticed that I couldn't close 
BELL'S PALSY | VACCINE | 1408243-1 | MY mouth all the way, and my face was really numb. When I woke up Sunday morning the entire 
(COVID19) “~~ ~ | right side of my face was paralyzed. I was unable to close my right eye, flare my right nostril, open 
the right side of my mouth. We went directly to the hospital thinking I was having a stroke, and it 


was there that I was diagnosed with Bells Palsy. 


COVID19 Bell's palsy that affected left side of face. Unable to smile symmetrically. Numbness in my chin, 
BELL'S PALSY | VACCINE | 1408858-1 around my eye, and into my forehead. I was able to identify the issue and get an appointment 
(COVID19) — ~ | same day. Dr. , my PCP, started me on steroids for 10 days. Symptoms lasted a total of 8 weeks. 


After 4 weeks I could smile normal. After 8 numbness in my cheek and chin ceased. 


COVID19 
BELL'S PALSY | VACCINE | 1408868-1 | Bells palsy 
(COVID19) 


Bell's palsy over one month later. Right side facial paralysis., Bell's palsy over one month later. 
Right side facial paralysis.; This is a spontaneous report from a contactable consumer. A 55-years- 
old female patient of an unspecified age received BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, Solution for injection. Lot Number: EW0153), dose 2 via an unspecified route of 
administration, administered in right arm on O8Apr2021 at 11:00 (at the age 54-years-old) as 2nd 
single dose for COVID-19 immunization. Patient's medical history included hypothyroidism and 
COVID19 patient had known allergies gluten, bee or wasp venom. Patient took 1st dose BNT162B2 (PFIZER- 
BELL'S PALSY | VACCINE | 1409708-1 BIONTECH COVID-19 VACCINE, Lot number: EN6207) administered in right arm on 11Mar2021; 
(COVID19) “~~~ | administration time at 11:00 AM. Patient did not receive any other vaccines within 4 weeks prior to 
the COVID-19 vaccine. Patient did not receive any other medication within 2 weeks prior to the 
COVID-19 vaccine. The patient had not been tested for COVID-19 nor before neither since the 
vaccination. Facility where the most recent COVID-19 vaccine was administered at Pharmacy or 
Drug Store. Patient's concomitant medications were not reported. The patient experienced bell's 


palsy over one month later and right side facial paralysis on 25May2021 at 12:00. The treatment 
medications include prednisone and Valtrex. The outcome of the event was not resolved. Follow-up 
attempts are needed. Further information is expected. 


I got Bell's palsy; This is a spontaneous report from a contactable consumer (patient). A 16-years- 

old male patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE, 

Formulation: Solution for injection, Lot number: EW0177 and Expiration date: unknown), via an 

unknown route of administration, in left arm on 17May2021 at 15:45 (at the age of 16-years-old) 

as 1ST DOSE, SINGLE DOSE for COVID-19 immunization. Medical history included I used to have 
1409712-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Bell's Palsy and shellfish allergy. The patient's concomitant medications were not reported. The 
patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. Prior to 
vaccination, the patient was not diagnosed with COVID-19. About 2 weeks later (may be on 
02jun2021 or 03Jun2021), the patient got bell's palsy. On 03Jun2021, the patient underwent nasal 
swab Sars-cov-2 test and tested negative. Therapeutic measures were taken as a result of bell's 
palsy and patient received 21 Prednisone 20 mg and 10 Valacyclovir HCL 500 mg. The clinical 
outcome of event was recovering. Information on Lot/Batch number was available. Additional 


information has been requested. 


averse Ve JE MD O 


Bell's palsy; sore arm; This is a spontaneous report from a contactable consumer (patient). A 39- 
year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for 
injection, Lot number: EW0151), via an unspecified route of administration on 14Apr2021 at 11:00 
(at the age of 39-year-old), as 2nd dose, single dose in right arm for COVID-19 immunization. The 
patient's medical history and concomitant medications were not reported. The patient previously 
received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Lot 
number: ER8727), via an unspecified route of administration on 24Mar2021 as single dose in left 

COVID19 arm for COVID-19 immunization. On 14Apr2021, after the second shot of vaccine, the patient 

BELL'S PALSY | VACCINE | 1409713-1 | experienced a sore arm. Patient felt sore arm for 2-3 days and then recovered completely. On 

(COVID19) 31May2021 Monday, morning around 07:00 or 08:00, the patient visited Emergency room because 
he thought he was having a stroke. But it was not stroke, and the ER told him he had Bell's Palsy. 
Patient thought it was a side effect and was given with medication for the event but was not able 
to afford it. The patient was not under any medications before the vaccine, but he continued 
medications for Bell's Palsy. Patient has not received any vaccines since the Pfizer vaccine. The 
clinical outcome of the event Bell's palsy was resolving, and the clinical outcome of the event sore 
arm was resolved on an unspecified date in 2021. No follow-up attempts are possible. No further 
information is expected. 


Bell's Palsy; This is a spontaneous report from a contactable consumer (caregiver). A male patient 
(in his 60s) received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for 
injection; Batch/Lot Number, Expiration date and NDC number: Unknown) via an unspecified route 
of administration in May2021 (about 3 weeks-1 month ago) as UNKNOWN, SINGLE DOSE for 
COVID19 COVID-19 immunization. The patient's medical history and concomitant medications were not 
1409715-1 


BELL'S PALSY | VACCINE reported. Patient was completely healthy before the vaccine. On 08Jun2021 (post vaccination), 
(COVID19) patient's left side of the face was completely dropping and was later diagnosed as Bell's Palsy (this 
morning). The event led to hospitalization from O08Jun2021 to an unspecified date. The clinical 
outcome of the event was unknown. Investigation assessment: not provided. Follow-up attempts 
not completed; information about lot/batch number cannot be obtained. No further information 
expected. 


blood sugar where she pass out 3 or 4 times a month assessed as serious (medically significant). 
The clinical outcome of the events was unknown. Information on Lot/Batch number was available. 
Additional information has been requested. 


The vaccine is causing Bell's palsy; The first shot actually gave me, every lymph node has swollen 
in my body and I ended up in the ER; there was a problem and then ended up getting Bell's palsy 
2 weeks later; This is a spontaneous report from a contactable consumer. A 50-year-old male 
patient received first dose of bnt162b2 (Pfizer Covid-19 Vaccine), via an unspecified route of 
administration on 19Mar2021 13:00 (Lot number: EN6207) on right arm as single dose for COVID- 
19 immunisation. The patient medical history included plaque around the heart, nothing else and 
Covid-19 on 11Feb2021. Prior Vaccination (4 weeks prior) no other vaccination. Concomitant 
1409743-1 


Bells palsy; I have severe low blood sugar where I pass out 3 or 4 times a month; I have severe 
low blood sugar where I pass out 3 or 4 times a month; After shot blood sugar went to 350! 
Fasting 220; I have severe low blood sugar where I pass out 3 or 4 times a month; This is a 
spontaneous report from a contactable consumer (reported for herself). A 50-years-old female 
patient received a dose of bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; Solution for 
injection, Lot Number: EW6206/Batch number was not reported), via an unspecified route of 
administration administered in the left arm on 03Jun2021 (at the age of 50-years-old) as 
unknown, single dose for COVID-19 immunization. Medical history included systemic lupus 
erythematosus from an unknown date and unknown if ongoing, ischaemia from an unknown date 
and unknown if ongoing and diabetes mellitus from an unknown date and unknown if ongoing. The 
COVID19 patient's concomitant medications were not reported. The patient previously received cafeine and 
BELL'S PALSY | VACCINE | 1409719-1 | experienced allergy. Prior to the vaccination, the patient was not diagnosed with COVID-19. Since 
(COVID19) the vaccination, the patient had not been tested for COVID-19. On an unspecified date in 2021, the 
patient experienced Bells palsy, she has severe low blood sugar where she pass out 3 or 4 times a 
month. After shot blood sugar went to 350, Fasting 220. She was always tested her blood daily for 
10 plus years. She was still diabetic 3 months later and her blood sugar was extremely high. The 
reporter stated the events resulted in Doctor or other healthcare professional office/clinic visit. The 
patient underwent lab tests and procedures which included blood glucose abnormal: 350 on an 
unspecified date, blood glucose decreased: 220 on an unspecified date. Therapeutic measures 
were taken for the events with diabetic medication. The events Bells palsy, she has severe low 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


medications included Nadolol, Trazodone, Atorvastatin, Cyclobenzaprine from an unspecified date 
to unspecified date and unknown indication. It was reported that that the vaccine was causing bells 
palsy 2 weeks later from first shot. The first shot gave him, every lymph node has swollen in his 
body and he ended up in the ER; he thought he have a heart attack and that was the first time 
there was a problem and then ended up getting bells palsy. Due to this patient was hospitalized 
(tried to think it was Monday 2 weeks ago, 3 weeks ago Monday). In the hospital had blood work 
and found out that he has bells palsy so, three Monday back from this last Monday he thought this 
was the Monday right before the Memorial day (further not clarified hence not captured in tab). 
The patient was treated with Prednisone and the Meclizine. The outcome of the events were 
unknown. 


Symptoms ees VAERS 1D Adverse Event Description 


"I had elevated level. I get feedback term but it appeared that my liver that is been stressed. ; 
Body aches in my legs and more over back; Body aches in my legs and more over back; Body 
aches in my legs and more over back; Prolonged headache for about 2 weeks; Fatigue of head; 
Sore arm at the injection site; At my second ER visit they told me I had something called the bell's 
palsy; after taking the first vaccination on 29May2021 at 2 PM, the next day patient had stage 3 
hypertension; I have history of hypertension but it was under control prior to the taking 
vaccination.""; This is a spontaneous report from a contactable consumer or other non hcp 
(patient). A 42-years-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, 
solution for injection, Batch/Lot number was not reported), dose 1 intramuscular, administered in 
Arm Right on 29May2021 14:00 as (At the age of 42-years) 1ST DOSE, SINGLE DOSE for covid-19 
immunisation. Medical history included hypertension. It was reported that patient had history of 
hypertension, but it was under control prior to the taking vaccination. Concomitant medication 
included hydrochlorothiazide taken at a dose of 50 mg once per day for hypertension; amlodipine 
taken at a dose of 5 mg once per day for High blood pressure. Patient did not take any vaccination 
COVID19 4 weeks prior to covid-19 vaccine. It was reported that patient have experienced side effects after 
BELL'S PALSY |VACCINE | 1409772-1 | taking the first covid vaccination and he visited the ER two times. Reportedly, after taking the first 
(COVID19) vaccination on 29May2021 at 2 PM, the next day patient had stage 3 hypertension. He had a 
prolonged headache for about 2 weeks. Patient experienced fatigue of head, body aches in his legs 
and more over back. He had sore arm at the injection site and at his second ER visit they said that 
he had something called the bell's palsy. It was reported that when he went to ER they perform 
blood tests and COVID test which tested negative. It was reported that he visited his doctor, 
primary care physician, he ran another lab and he had elevated level. He got feedback term, but it 
appeared that his liver that was been stressed. It was reported that patient was not treated for 
liver, he was only treated for the hypertension, for the headache and body ache he was taking 
ibuprofen over the counter, ibuprofen and the hospital prescribed for the bell's palsy, there are 
three different medication here valacyclovir, its 1-gram tablet and he take 3 per day. Prednisone, 
its 20 mg tablet 3 times per day, Erythromycin. The patient underwent lab tests and procedures 
which included blood test, covid-19: negative, liver function test increased: elevated level on 


unspecified date. Reporter seriousness for the events was Unspecified. Patient did not got his 
vaccination card yet as he was not fully vaccinated. The outcome of events was unknown. Follow- 
up attempts are needed. Information on the lot/batch number has been requested." 


COVID19 
BELL'S PALSY |VACCINE | 1410018-1 | Bell?s Palsy Paralysis and swelling on the left side of the face Prednisone for treatment 
(COVID19) 


COVID19 ear pain, lip numbness, cannot close eyelid Narrative: 2nd 3/4/2021- on 3/8/21 pain right ear that 
BELL'S PALSY | VACCINE | 1410187-1 | for 3-4 days, next week drank Coke, it tasted different & experienced numbness of upper lip right 
(COVID19) side;as of 3/16/21 unable to close right eye lid. ER 3/17-Dx Bells Palsy. 


"ipm on 06/11/2021 I experienced stroke symptoms. was rushed by ambulance to Hospital. CAT 
COVID19 scan, MRI were done and TPA was given. No large blood clots were found but meds were used as 
BELL'S PALSY | VACCINE | 1410359-1 precaution for smaller clots. Was transferred to Hospital to Neurological Stroke Unit ICU was there 
(COVID19) ~~ | for 4 days. I was tested for various viruses and shingles they were negative including the Covid 
test. They found a problem with 7th nerve bundle . Bell""s Palsy was diagnosed . They are 


researching how and why this occurred. I am home resting and recuperating." 


COVID19 
BELL'S PALSY |VACCINE | 1410433-1 | Bell's Palsy and was given antiviral(on this for 10 days)and steroid, Red welt that lasted a week. 
(COVID19) 
COVID19 Patient presented to ED on 5/12/21 with Bell's palsy. Reported symptoms started 5/9/21. Initial 
BELL'S PALSY |VACCINE 1410960-1 ' ' 
(COVID19) symptoms was loss of taste. 


Eyelid won't close all the way and left side of mouth is numb/not moving. Possibly Bell's Palsy; 
Eyelid won't close all the way and left side of mouth is numb/not moving. Possibly Bell's Palsy; 
Eyelid won't close all the way and left side of mouth is numb/not moving. Possibly Bell's Palsy; 
Eyelid won't close all the way and left side of mouth is numb/not moving. Possibly Bell's Palsy; 
Eyelid won't close all the way and left side of mouth is numb/not moving. Possibly Bell's Palsy; This 
iS a spontaneous report from a contactable consumer (patient). A 29-year-old female patient 
COVID19 received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 2 via an unspecified route of 
BELL'S PALSY | VACCINE | 1412428-1 | administration on 22Mar2021 (Batch/Lot Number: EW0161) at the age of 29 years old, as 2ND 
(COVID19) DOSE,SINGLE for covid-19 immunisation. Patient received the first dose on 22Mar2021 at the age 
of 29 years old (lot number: ER8730). The patient medical history was not reported. Concomitant 
medications included minerals nos, vitamins nos (PRENATAL VITAMINS [MINERALS NOS;VITAMINS 
NOS]) and sunflower lecithin. The patient experienced mild facial numbness on the left side. Eyelid 


won't close all the way and left side of mouth is numb/not moving. Possibly Bell's Palsy on 
03Jun2021 13:30. Ae resulted in: [Doctor or other healthcare professional office/clinic visit]. 
Outcome of events was Not recovered. 


This is a spontaneous report received from a contactable consumer (parent reporting for son) via 
Medical Information Team. A 28-year-old male patient received BNT162B2 (PFIZER BIONTECH 
COVID-19 mRNA VACCINE, Solution for injection, Lot number- UNKNOWN) via an unspecified route 
of administration on an unspecified date in May 2021 as 1st dose, single dose for COVID-19 

COVID19 immunization. Patient medical history and concomitant medications were not reported. Son got the 

BELL'S PALSY |VACCINE | 1412534-1 | first dose Pfizer vaccine in early May 2021. On an unspecified date in 2021, he developed Bell's 

(COVID19) Palsy after getting the vaccine. Looking for any medical expert for someone who has had this 
happened to them after getting the first dose and should he get the second dose. She was asking if 
this will happen again if he gets the second dose. Reporter seriousness for he had a bells palsy 


reaction after the first dose was unspecified. The outcome of the event was unknown. Information 
on the lot/batch number has been requested 


COVID19 
BELL'S PALSY |VACCINE | 1412969-1 | Bell's Palsey 
(COVID19) 


Patient called on 6/18/2021 to report a case of Bell's palsy after receiving Moderna vaccine shot on 
COVID19 4/24/2021.He said he has numbness, pain and weakness in the left side of his face, lips, upper 
BELL'S PALSY | VACCINE teeth and eye pain. He started documenting symptoms on 5/10/2021 and his provider knows 
(COVID19) about that .He does not remember when he started experiencing side effects. He had appointment 
with his eye care professional who sent him to PCP to evaluate signs similar to stroke. After visiting 


his doctor ,he was diagnosed with Bell's palsy. 


Symptoms ae VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE 

(COVID19) 

COVID19 Bell's Palsey. Pt came into the pharmacy on 06/20/2021 to pick up a maintenance medication and 
BELL'S PALSY | VACCINE stated that he was diagnosed with Bell's Palsey back in April affecting right facial hemisphere. Pt 


patient developed right-sided Bell's palsy which subsequently evolved bilateral Bell's palsy 


(COVID19) stated the physician told the pt to tell the pharmacy to report incident. 


On June 16 when I got the shot, about an hour later I started getting a headache that started in 
the back of my head. When I woke up on June 17 at 7:45AM I had a slamming headache that 
again started from the back of my head and radiated both upward and downward into my neck and 
shoulders. The headache was there all day and all of the following day, June 18. Then on June 19 I 
woke up at 7:45AM with the headache significantly decreased. In place of the headache I had 
COVID19 numbness on the left side of my face. I was unable to move the left side of my face at all. The left 
BELL'S PALSY | VACCINE | 1413579-1 side of my tongue was numb. The numbness and tingling goes to my left ear and the left side of 


(COVID19) “~~~ | my neck. On June 20 I had all the same symptoms with the left side of my face. I called my PCP 
who told me it sounded like Bell's Palsy and that I needed to go to the hospital. At the hospital 
they ruled out any neurological issues. I was diagnosed with Bell's Palsy (which I have NEVER had 
before). They ordered Prednisone which I will start taking tomorrow since my pharmacy was 
already closed. They also took bloodwork testing for lyme disease which there are no results for 
yet. As for pregnancy, there is no history to share beside me being 23 weeks pregnant and I am 
due October 15. 


COVID19 
BELL'S PALSY | VACCINE Bell's Palsy - right side facial paralysis, on day 20, still no improvements 
(COVID19) 


On June 9, 2021 I developed paralysis on the entire right side of my face. I could not raise my 
eyebrow, close my eye, nor would the right side of my mouth move when I tried to smile. I was 
taken by car to Urgent Care, and from there to Hospital by ambulance. There I was placed under 
COviN13 Stroke Protocol where multiple tests were conducted to rule out the possibility of a stroke. After 
BELL'S PALSY |VACCINE 1416188-1 ; 


~~ | the testing was completed, I was admitted to the hospital for the night for observation and was 
(COVID19) : A f i 
seen by several different doctors. I was eventually diagnosed as probably having Bell's Palsy and 
was put on a regime of prednisone and antiviral medication for 10 days following my release. The 
symptoms worsened for about 48 hours before stabilizing. To date, the paralysis has not lessened. 


COVID19 
BELL'S PALSY | VACCINE Bell's Palsy VALACYCLOVIR, PREDNISONE, EYE DROPS 
(COVID19) 


Two weeks after shot, patient reported severe head and neck pain resulting in ER visit. He 
COVID19 underwent CAT scan , received pain meds for one week. Patient followed up with primary 5/3- 
BELL'S PALSY | VACCINE | 1416972-1 recieved nasal spray. On 5/7, ER visit -head/neck pain-CT scan, xray, medication given-nothing 


(COVID19) ~~ | found on tests. On 5/17, ER visit due to left eye lid unable to close and lip twitching-Xray and CAT 
scan diagnosed with Belle's Palsy, which has since resolved but patient continues to be in pain. 
Following up with neurologist in future 


Bells palsy is what I got two weeks later - on the left side of the face. All way from forehead to 
chin. Including the ear which is actually the worst part. It hurts. I went to the doctor on 6/11/2021 
SOVIDI and was given steroids for a week. It helped with the ache in my neck and ear but once I was off 
BELL'S PALSY |VACCINE 1417266-1 : i noe : y 
(COVID19) ~~ | the steroids all that came back. They didn't help with my face. Bells Palsy takes months to heal - 
so I didn't notice any healing on face. Ibuprofen and Tylenol OTC for pain is what I'm currently 
taking. 

CoOvID19 Diagnosed with Bell's Palsy in June 2021. 2 months after receiving the second vaccination of 

BELL'S PALSY |VACCINE 1417288-1 : " 
~~~ | Moderna COVID-19 vaccine. 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE | 1417633-1 | Exacerbation of left facial Bells Palsy 

(COVID19) 

CoviID19 On day 10 I experienced numb tongue, symptoms became worse the following day. I reported to 
BELL'S PALSY |VACCINE 1417806-1 > . A : : Pe 

(COVID19) ~~~ | the ER and was diagnosed with Bells Palsy. Not sure vaccine had anything to do with it. 


COVID19 
BELL'S PALSY |VACCINE | 1417950-1 | WAS DIAGNOSED WITH BELL'S PALSY 19 DAYS AFTER 2ND DOSE OF MODERNA VACCINE 
(COVID19) 


Noticed some kind of paralysis of my right side of my face including eye not being able to blink. 
Approximately 3 hours after vaccine. My face dropped with difficult mobility. Went to see my eye 
COVID19 doctor the next day thinking it had to do with my eye but was sent to the emergency room to rule 
BELL'S PALSY |VACCINE | 1418130-1 | out a stroke. Was diagnosed with Bells palsy after a stroke was ruled out. Cat scan was taken as 
(COVID19) well as bloodwork. Was sent home with Prednisone 20 mg. Instructed to take 60 mg a day for 6 
days. Was also given Valacyclovir hcl 1 gram. 3 times a day for 7 days. Was also given eye drops 


from my doctor. Currently scheduled to see a doctor this coming Friday. 


COVID19 
BELL'S PALSY |VACCINE | 1418350-1 | Bells Palsy 
(COVID19) 


sovlbi? 4418397-1 PATIENT STATES THAT ABOUT 20 DAYS AFTER GETTING HIS FIRST COVID VACCINE HE WAS 


BELES PALSY (coubis, DIAGNOSED WITH AND TREATED FOR BELLS PALSY 


Symptoms ees VAERS 1D Adverse Event Description 


like she had Bell's Palsy again; Intense Burning Sensation Left Shoulder, Left Side of Neck, and 
Face; Puffy Eyes; Left Side of the patient's Face was swollen; This spontaneous case was reported 
by a consumer and describes the occurrence of BELL'S PALSY (like she had Bell's Palsy again) in a 
62-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 
033B21A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed 
below. The patient's past medical history included Bell's palsy (Per source, patient experienced 
similar symptoms like she had Bell's Palsy again.). On 24-May-2021, the patient received first dose 
of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 25-May-2021, the 
patient experienced BELL'S PALSY (like she had Bell's Palsy again) (seriousness criterion medically 
COVID19 significant), BURNING SENSATION (Intense Burning Sensation Left Shoulder, Left Side of Neck, 
BELL'S PALSY | VACCINE | 1419837-1 and Face), PERIORBITAL SWELLING (Puffy Eyes) and SWELLING FACE (Left Side of the patient's 
(COVID19) ~~ | Face was swollen). On 26-May-2021, BELL'S PALSY (like she had Bell's Palsy again), BURNING 
SENSATION (Intense Burning Sensation Left Shoulder, Left Side of Neck, and Face), PERIORBITAL 
SWELLING (Puffy Eyes) and SWELLING FACE (Left Side of the patient's Face was swollen) had 
resolved. The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was 
unknown. Concomitant product use was not reported. Per source, patient's daughter noticed the 
left side of the patient's face was swollen like she had Bell's palsy again. It was noted that all 
symptoms lasted 24 hours. Treatment information not provided. Company comment: Based on the 


current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded.; Sender's Comments: Based on 
the current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded. 


she has a reaction to Covid vaccination that caused Bells's Pasly.; face was numb; her face was 
numb was having a hard time saying words.; This is a spontaneous report form a contactable 
consumer (patient). A 74-month-old female patient received the dose of BNT162B2 (PFIZER- 
COVID19 BIONTECH COVID-19 mRNA VACCINE, Formulation: Solution for Injection) via an unspecified route 
1419939-1 


BELL'S PALSY | VACCINE of administration on an unspecified date (Batch/Lot number was not reported) as UNKNOWN, 
(COVID19) SINGLE DOSE for covid-19 immunisation. The patient's medical history and concomitant 
medications were not reported. It was reported that patient she had a reaction to Covid 
vaccination that caused Bells's Pasly. It was reported that patient was in the hospital and her face 
was numb was having a hard time saying words. The outcome of the events was reported as 
unknown. Information on the lot/batch number has been requested. 


Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 74-year-old 

male patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution 

for injection) via an unspecified route of administration in the left arm on 19May2021 at 12:00 PM 

(at the age of 74-year-old) as single dose for COVID-19 immunization. Vaccination facility was a 

pharmacy or drug store. The patient medical history included heart surgery in Dec2018 and allergy 

to Sulfa drugs. Prior to vaccination, the patient was diagnosed with COVID-19. Concomitant 
1419941-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


medications included metoprolol, avorstatin, Omeprazole (PROTONIX), Acetylsalicylic acid 
(ASPIRIN) and TALAFAD (as reported) - all received within 2 weeks of vaccination. The patient did 
not receive any other vaccines within 4 weeks prior to the COVID vaccine. The patient received the 
first dose of BNT162B2 via an unspecified route of administration in the left arm on 28Apr2021 
02:30 PM as single dose for COVID-19 immunization. On 15Jun2021 at 04:45 PM in the emergency 
room, the patient was diagnosed with Bell's Palsy. A computed tomogram (CT) scan was performed 
(result unspecified) and the patient was prescribed prednisone and Valtrex (calaciclovir). Reporter 
considered event as serious (Disability or permanent damage). Outcome of the event was not 
recovered. Follow up attempt possible. Information on lot/batch number has been requested. 


Bell's palsy; This is a spontaneous report from a contactable consumer (patient). A 75-years-old 
male patient received bnti62b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE), dose 1 via an 
unspecified route of administration, administered in Arm Left (left shoulder) on O9Feb2021, early 
afternoon 15:20 (Batch/Lot Number: EN6201) as single dose for COVID-19 immunisation. Medical 
history included Bell's Palsy in the past, but not for years. He doesn't know, but probably 15 years 
since he last had it. Family Medical History Relevant to AE(s) included his brother had Bell's Palsy 
after his COVID shot. His brother had Bell's palsy before also. There were no concomitant 
medications. The patient had no history of previous immunization with the Pfizer vaccine 
considered as suspect. The patient had no additional vaccines administered on same date of the 
pfizer suspect. The patient did not receive any prior Vaccinations (within 4 weeks). He normally 
doesn't take vaccines. The patient had no AE(s) following prior vaccinations. Patient wanted to 
report Bell's Palsy is directly caused by Pfizer COVID shot. Caller clarified that he is the patient that 
COVID19 experienced Bell's Palsy. He understands that Pfizer has denied that. He was not sure of the date. 
BELL'S PALSY | VACCINE It was the date he got the shot. It happened the same date got first COVID shot. He did not get 
(COVID19) second COVID shot. Facility called him today to follow up because he didn't get second shot and 
they told that's what it was and gave him Pfizer's phone number. When caller got his vaccination 
card, he states the date was 09Feb2021 that he got the shot and developed Bell's Palsy. 
Immediately afterwards, the patient experienced Bell's Palsy. The next day his wife noticed it. The 
patient clarified the date Bell's Palsy started was 09Feb2021. It was bad enough the next day, 
10Feb2021, that his wife noticed it. The patient just went directly to the doctor and did not go to 
ER. He would have gone to the ER to get the thing he needed for Bell's Palsy, but he went to the 
doctor instead. The doctor gave him the medication he needed. He went to the doctor because the 
doctor had treated his brother. His brother had the same reaction. That is how caller knows it was 
caused by the Pfizer COVID shot. Caller clarified that his brother got Bell's Palsy immediately too 


but didn't recognized it until after he had the second shot. That is how they know for sure it was 
caused by Pfizer COVID shot. The outcome of the event was not recovered. Follow-up attempts are 
needed, Other additional information expected.; Sender's Comments: Linked Report(s) : US- 
PFIZER INC-2021725674 similar report from same reporter 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy; The patient got first and second COVID shots, but he developed Bell's Palsy after the 
first one. He didn't realize it was caused by the vaccination,; This is a spontaneous report from a 
contactable consumer (Reporter's brother). A 76-years-old male patient received bnt162b2 
(PFIZER-BIONTECH COVID-19 VACCINE ,Batch/Lot number was not reported) via an unspecified 
route of administration (Shoulder, but not sure which one. Probably gave them all in the left 
shoulder) on an unspecified date (but before 0O9Feb202) as 2nd Dose, Single for COVID-19 
immunization. The patient's Medical history included Bell's Palsy before, but it has been a long time 

COVID19 ago. Reporter would say probably more than 6 or 7 years ago. Reporter is not aware of AEs 

BELL'S PALSY | VACCINE following prior vaccinations,if his brother had and he normally doesn't take vaccines. Information 

(COVID19) on prior vaccinations within 4 weeks is not provided The patient's concomitant medications were 
not reported. Historical vaccine included first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 
VACCINE) for COVID-19 immunization. The patient got first and second COVID shots, but he 
developed Bell's Palsy after the first one. He didn't realize it was caused by the vaccination, so he 
got the second one or he never would have gotten the second one. Immediately after the 2nd dose 
of vaccination, the patient experienced Bell's Palsy which is ongoing and has stayed about the 


same on an unspecified date, but before 09Feb2021. The patient went to the ER and they treated 
him and sent him to the doctor there. Therapeutic measures were taken as a result of bell's palsy. 
The outcome for the events was not recovered. Information about lot/batch has been requested. 


HCP confidently diagnosed me with Bell's Palsy. It came on suddenly and without much warning. I 
COVID19 woke up to find that the right side of my face was weak - right eye hard to close, weak lower lip, 
BELL'S PALSY | VACCINE | 1420272-1 | and even foods/drinks had different or less taste. These symptoms have worsened a bit, most 
(COVID19) noticeable being my less active right eyelids and the weakness in my lips/face muscles (right side) 


makes it hard/embarrassing to talk or laugh, as my mouth becomes contorted. 


Patient came into office at health clinic on 06/21 with complaints of left sided facial paralysis that 
started 48 hours prior (06/19). Confirmed diagnosis of Bell's palsy. Started on Prednisone. Only 
COVID19 significant history was COVID-19 vaccination a few weeks prior (06/04). He had some malaise and 
BELL'S PALSY | VACCINE | 1421137-1 | low grade fevers for several days after vaccination but then felt fine leading up to 06/19. Unclear if 
(COVID19) any correlation but felt should be reported given there were cases of Bell's palsy in the clinical 
trials for MRNA vaccines. Currently given Prednisone dosing for 7 days delaying 2nd vaccine. 


Rescheduled from this Saturday to 3 weeks later. 


BELL'S PALSY ae 4421239-1 Headache (for the past 2 weeks), and Rash (neck) Bell's Palsy-Patient presents with mild 
(COVID19) “————=— | worsening weakness of the right side of the face. 


Bell's Palsy Type Sensory Reaction; 4 day she developed the shingles; She was so sick; she 
developed Spots on her chin and cheek leftover from the shingles; This is a spontaneous report 
from a contactable consumer (patients mother) or other non hcp. A female patient of an 
unspecified age received first dose of bnt162b2 (BNT162B2, Solution for injection, Batch/Lot 
number was not reported) via an unspecified route of administration, administered in arm left on 
an unspecified date as first dose, single dose for COVID-19 immunization. The patient medical 
history and concomitant medications were not reported. In Mar2021, the patient underwent 
quantitative antibody lab tests included sars-cov-2 antibody after the first shot and the count 
results were 77.74 milliliters. Patient mother wanted to know how safe her daughter was because 
she could not get a second one as her doctors had told her she could not take the second dose. 
Patient never had Covid which reporter thanked God. Reporter stated that somebody had to have 
some data. 132 needed to donate convalescent plasma. On 23Jan2021, the patient experienced 
Bell's Palsy Type Sensory Reaction (always serious event) and 4 day she developed Spots on her 
COVID19 chin and cheek leftover from the shingles. The events were considered as medically significant 
BELL'S PALSY | VACCINE | 1423073-1 events. Reporter stated that she had an appt today with the dermatologist. They gave her almost 
(COVID19) ~=~~ | like a bleaching thing and something for the itch. Patient mother stated that she had such a 
horrible, horrible reaction. The shingles and the way she reacted reporter thought she should have 
good antibodies. She was so sick the first 3 days and the 4 day she developed the shingles, bells 
palsy type reaction. Reporter got a table of all the companies that do the IGG testing and had gone 
to 7 doctors, 3 MRIs, 2 neurologists, her brain, cervical trigeminal nerve infectious disease and 
ophthalmologist. She further stated that there were other people getting these bells palsy type 
reactions. It was reported that they are all 27 (Patient) came out of it and patient left with spots 
on her face and her mother was grateful that she did not had nerve paralysis. Further reported 
that patient never had chickenpox. She was the first age group that got Varicella before 
kindergarten. She never got chicken pox so to get shingles and never had chicken pox, only 22% 
of the population gets that. 78% of the people that get the vaccine did not get shingles. But yet 


her antibodies for the varicella zoster was off the roof after the vaccine. IT was over 3000 and her 
face was proof of it. The outcome of Bell's Palsy Type Sensory Reaction was recovered on 
unspecified date and rest events was reported as unknown. No follow-up attempts are possible. 
Information about lot/batch number cannot be requested. No further information is expected. 


Bells Palsy left side of face; This is a spontaneous report from a contactable consumer (patient). A 
53-year-old male patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, solution for injection, Batch/Lot Number: EW0151) via an unspecified route of 
administration, administered in Arm Left on an unspecified date as, single for covid-19 
immunisation. The patient medical history and concomitant medications were not reported. The 
patient had no known allergies and did not receive any other medications within 2 weeks of 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


vaccination. The patient did not receive any other vaccines within four weeks prior to the 
vaccination. Prior and since the vaccination the patient was not diagnosed with COVID-19. The 
patient previously took BNT162B2(Batch/Lot Number: EN6207) via an unspecified route of 
administration, administered in Arm Left on 17Mar2021. On 01May2021 the patient experienced 
bells palsy left side of face. The adverse event was resulted in a visit to doctor or other healthcare 
professional office/clinic visit. Therapeutic measures were taken as a result of event and included 
treatment with Steroid and antibiotic. The outcome of the event was recovering. Information on 
Lot/Batch number was available. Additional information has been requested. 


COVID19 Client received 2nd dose Moderna vaccine 4-19-21. States he felt tired, weak, and noticed 
BELL'S PALSY | VACCINE | 1423377-1 drooping of mouth and face 4-21-21. States was seen per MD, 4-23-21 and diagnosed with Bell S 
(COVID19) “~~~ | Palsy and was treated. States symptoms persisted for approximately 3 weeks. Client's reporting 


date 4-23-21, and states all symptoms have resolved at this time. 


BELL'S PALSY ei Two weeks of sporadic headaches followed by four days of constant tension headaches behind 
(COVID19) ears, followed by Bell?s Palsy of the right side of the face. 


Symptoms aoe VAERS 1D Adverse Event Description 


Beginning on May 29, 2021, symptoms began with persistent headache and numbness in legs and 
feet. By June 2, 2021, severe pain in legs, arms, abdomen with throbbing headache, barely able to 
stand up or walk. Went to emergency room evening of June 2, 2021, but was released with 
COVID19 suspected viral infection and was told symptoms should subside. Symptoms got worse, with the 
BELL'S PALSY | VACCINE | 1423703-1 addition of full facial paralysis and revisited same emergency room on June 6, 2021. Admitted to 
(COVID19) “~~~ —_ | hospital and diagnosed with Guillian-Barre Syndrome. Spent six days in hospital receiving IGIV 
treatment over five nights. Released on June 12, 2021 with severe upper body weakness, limited 
leg weakness, constant headaches, Bell's palsy and deteriorated vision. After two weeks of 


recovery, including doctor's visits and physical therapy, still weakness in limbs and Bell's palsy with 
deteriorated vision. 


COVID19 : : : ; 
: y Pfizer #2/2 on 5/22/21 Developed Bell's Palsy 6/22/21, seen at ER and f/u with PCP in office on 
BELLS PALSY coupe) 1423705-1 | 6/24/21. Was started on Prednisone 60mg qd for 7 days on 6/24/21. 


Patient developed Bell's Palsy 6 months after 1st dose. Received both doses in the series. 12/18/21 
COVID19 and 1/8/21 Left sided jaw pain, then drooping mouth following by entire left sided facial droop 
BELL'S PALSY |VACCINE | 1424034-1 | within 3 hours involving loss of eyelid function. Started prednisone taper, valacyclovir, and 
(COVID19) lubricating eye drops within 5 hours of symptom onset. Facial droop worsened over the next 36 


hours. Appears stable now. 


COVID19 ; F PARN: . p . 
BELL'S PALSY | VACCINE | 1424065-1 shear Pisa ae a ne on side of injection. I still have sensations on that side of my face, 
(COVID19) : HS SEs: 
COVID19 
BELL'S PALSY |VACCINE | 1424170-1 | Bells Palsy, Left facial weakness. Treated with Prednisone 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE right side Bells Palsy onseto five (5) months post injection 
(COVID19) 


Bells Palsy left side of face. Symptoms started on Saturday June 5, 2021 in the morning. 
COVID19 Symptoms included but not limited. Tingling of tongue and then loss of taste, pain in left jaw, pain 
BELL'S PALSY |VACCINE | 1424309-1 | in left ear, muscle weakness left side of face (unable to fully close left eye, unable to raise left 
(COVID19) eyebrow, left nostril unable to flare, slurring of speech, unable to fully smile, stuttering while 


speaking) worsening of vision in left eye. 


COVID19 
BELL'S PALSY | VACCINE Diagnosed with Right sided Bell?s Palsy Adverse effect of COVID-19 vaccine 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1424418-1 | Diagnosed with Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1424446-1 bell's palsy left. started 6/19/21 prednisone 
(COVID19) 


COVID19 2nd day after my first dose, I was experiencing eye twitching and face spasms. After my 2nd dose, 
BELL'S PALSY | VACCINE | 1424822-1 | ™Y mouth was twisted, right side of face not able to move, can't hold air bubble in my mouth. 
(COVID19) ~~ | right upper and bottom lip have no muscle control, can't raise my right eyebrow and dry right 


Bell's Palsy 


eyes. Was prescribe prednisone 10 mg tablet, acyclovir 800 mg tablet and eye gel 


Three weeks after receiving the first Moderna Co-Vid vaccine, pt developed a stomach virus (?) 
vomiting and not being able to hold down anything but water. This lasted four days. She then 
started getting pain in his hips and legs. Over the next two weeks her condition worsened to where 
COVID19 she couldn't even use a walker to stand. We went to the ER where they diagnosed her with Bell's 
BELL'S PALSY | VACCINE | 1426835-1 | Palsy (which went away in a few days) and did an MRI and took X-rays to ascertain the source of 
(COVID19) the pain and weakness in her legs. Another week at home and her condition deteriorated to where 
we went to the ER. A neurologist was called in who diagnosed her with Guillain-Barre Syndrome. 
She was admitted to the hospital and was given two IVIG treatments. She was released after three 
days to the rehab facility where she spent two weeks before being discharged to our home. 
COVID19 
BELL'S PALSY | VACCINE | 1427358-1 | 3 days after vaccine work up with unilateral facial paralysis 
pees onsy (COVID19) srs 
COVID19 "Visited Urgent Care, Healthcare provider advised that the event was likely "Bells Palsy"". 
BELL'S PALSY | VACCINE | 1428257-1 Symptoms were left-side of the face drooping, inability to operate eyelid or mouth on that side of 
(COVID19) == niga: well. Additional side effects are limited touch sensitivity, and sensitivity to some sounds 


COVID19 
BELL'S PALSY | VACCINE | 1428455-1 | I had muscle aches and then a headache, nausea, vomitting and developed Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1428464-1 left sided bell's palsy 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy symptoms; facial paralysis right side of face; Loss of taste right side of tongue; This is 
a spontaneous report from a contactable consumer (the patient, reported for herself). A 26-year- 
old non-pregnant female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, Solution for injection, Lot number: EW0168 and expiry dates was unknown), via 
unspecified route of administration, in the right arm on 16Jun2021 12:15 PM (at the age of 26- 
year-old) as single dose for COVID-19 immunization at school or student health clinic. Medical 
COVID19 history included bell's palsy (before), known allergies to penicillin, nuts, avocados and bananas. 
BELL'S PALSY | VACCINE | 1429450-1 Concomitant medications were not reported. On an 17Jun2021 at 10:15 PM, patient experienced 
(COVID19) “| bell's palsy symptoms, facial paralysis right side of face and loss of taste right side of tongue. All 
the events resulted in doctor or other healthcare professional office/clinic visit and emergency 
room/department or urgent care. Patient was received treatment in response to the adverse 
events (Medication for the symptoms). Patient was not diagnosed with COVID-19 prior to 
vaccination. The patient did not receive any other vaccines within 4 weeks prior to the COVID 


vaccine and did not receive any other medications within 2 weeks of vaccination. Patient has not 
been tested for COVID-19, post vaccination. Outcome for all the events was not recovered. Follow- 
up attempts are needed. Further information is requested. 


COVID19 : . ie. 3 . 
BELL'S PALSY |VACCINE | 1430038-1 On June 19th I felt swelling on the left side of the face, then within faw hours left side of the face 
(COVID19) —————~— | become paralyzed, at the Emergency Room was diagnosed with Bell's Palsy. 


Intense headaches, back and hip pain and right arm pain. The pain got so bad and lasted for a few 
COVID19 months ultimately landing me in the Emergency Room for 3 visits in 2 days. I also had Bells Palsy. 
BELL'S PALSY | VACCINE They were pumping me full of morphine and it did not take away the pain. Treatment was pain 
(COVID19) management - vicodin and prednisone for the bells palsy. Severe pain is gone , but now have joint 
pain, weird skin sensations and dealing with fatigue and some depression. This is vaccine related - 
I had no issues with any of this prior to the shot. 
COVID19 S . f : : Ae . 
BELL'S PALSY | VACCINE | 1430319-1 ought treatment on June 5th for drooping right side of mouth and inability to independently 
(COVID19) “~~~ | operate right eye (unable to close/blink) 
COVID19 F : . ; ; ar . 
BELL'S PALSY |VACCINE | 1430492-1 ace got dropped, was diagnosed with Bell's Palsy. The only different thing in my life was the vax. 
(COVID19) ———~——_ | It still completely frozen up to now. 
COVID19 
VACCINE scot Systemic: Bell's Palsy-Severe, Additional Details: back pain, guillain barre 
(COVID19) 
COVID19 
(COVID19) 


Patient experienced normal immune related response after dose two (Friday afternoon)- chills 
beginning about 12 hours after vaccination (Saturday morning) and ending by Saturday at 4 pm. 
On Sunday morning, patient reported feeling as though something was in his eye. He went to the 
COVID19 mirror and saw that his eyelid and mouth were drooping on one side of his face. He lives in an 
BELL'S PALSY |VACCINE | 1431367-1 | assisted living facility and immediately sought medical attention by the staff and was taken to the 
(COVID19) nearest emergency department to verify that this reaction was not a stroke. Emergency room 
physician determined that it was not a stroke and the patient was diagnosed with Bell's Palsy, 
potentially related to his recent vaccination. Patient was prescribed steroids and an eye lubricant 


drop. On Monday, the patient is still experiencing the facial drooping. 


: CoviID19 Left Bells palsy abrupt onset on 6/21. House Brackmann scale 5 (severe dysfunction absent 
BELL'S PALSY |VACCINE : i 
forehead movement, incomplete eyelid closure, no movement of the mouth 

(COVID19) 

COVID19 
BELL'S PALSY |VACCINE 1431469-1 Bell's Palsey 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE | 1431470-1 | Left facial nerve palsy; started on prednisone 

(COVID19) 

CoOviID19 ON WEDNESDAY JUNE 23, PT'S ROOF OF MOUTH STARTED FEELING NUMB. ON 06/24/21 BEHIND 
BELL'S PALSY |VACCINE 1431757-1 f " 

(COVID19) -——~—_ | HER EAR STARTED HURTING. 


Bell's palsy; Lymphadenopathy; This case was received via FDA VAERS (Reference number: 
1369999) on 15-Jun-2021 and was forwarded to Moderna on 15-Jun-2021. This regulatory 
authority case was reported by an other health care professional and describes the occurrence of 
BELL'S PALSY (Bell's palsy) in a 35-year-old female patient who received MRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. 016CZIA) for COVID-19 vaccination. The occurrence of additional 
non-serious events is detailed below. No Medical History information was reported. On 18-May- 
2021, the patient received second dose of MRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) dosage was changed to 1 dosage form. On an unknown date, the patient received 
COVID19 first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 28-May- 
BELL'S PALSY | VACCINE | 1432737-1 2021, the patient experienced BELL'S PALSY (Bell's palsy) (seriousness criterion medically 
(COVID19) ~~~ | Significant) and LYMPHADENOPATHY (Lymphadenopathy). At the time of the report, BELL'S PALSY 
(Bell's palsy) and LYMPHADENOPATHY (Lymphadenopathy) had not resolved. For mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any causality 
assessments. No concomitant medications were provided by the reporter. The patient reported 
Bell's palsy was on right side of face and he was taking an oral steroid. Patient reported swollen 
lymph node was in left armpit and nothing had changed and he was not treating it. Based on the 


current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded.; Sender's Comments: Based on 
the current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded 


Symptoms ee VAERS 1D Adverse Event Description 


Slur; Bell's Palsy; Thought he was having a stroke; Face was tensed; Ear infection; Ear pain; Jaw 
pain; Was a little off; This spontaneous case was reported by a consumer and describes the 
occurrence of BELL'S PALSY (Bell's Palsy) and CEREBROVASCULAR ACCIDENT (Thought he was 
having a stroke) in a 41-year-old male patient who received mRNA-1273 (Moderna COVID-19 
Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed 
below. No medical history was reported by the reporter. No treatment information was provided. 
Concomitant products included HYDROCHLOROTHIAZIDE (HYDROCHLOROTHIAZIDE 1A PHARMA) 
for Blood pressure. In April 2021, the patient received first dose of mRNA-1273 (Moderna COVID- 
19 Vaccine) (unknown route) 1 dosage form. In May 2021, received second dose of mRNA-1273 
(Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage form. In May 
2021, the patient experienced FATIGUE (Was a little off). On 08-Jun-2021, the patient experienced 
BELL'S PALSY (Bell's Palsy) (seriousness criterion medically significant), CEREBROVASCULAR 
ACCIDENT (Thought he was having a stroke) (seriousness criterion medically significant) and 
REDUCED FACIAL EXPRESSION (Face was tensed). In June 2021, the patient experienced EAR 
COVID19 INFECTION (Ear infection), EAR PAIN (Ear pain) and PAIN IN JAW (Jaw pain). On an unknown date, 
BELL'S PALSY |VACCINE | 1432873-1 | the patient experienced DYSARTHRIA (Slur). The patient was treated with PREDNISONE ongoing 
(COVID19) since an unknown date at a dose of 1 dosage form. In May 2021, FATIGUE (Was a little off) 
outcome was unknown. At the time of the report, BELL'S PALSY (Bell's Palsy), CEREBROVASCULAR 
ACCIDENT (Thought he was having a stroke), DYSARTHRIA (Slur), REDUCED FACIAL EXPRESSION 
(Face was tensed), EAR INFECTION (Ear infection), EAR PAIN (Ear pain) and PAIN IN JAW (Jaw 
pain) outcome was unknown. DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if 
available): On an unknown date, Blood test: normal (normal) normal. On an unknown date, 
Computerised tomogram: normal (normal) normal. On an unknown date, Lyme disease: normal 
(normal) normal. For mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown), the reporter did not 
provide any causality assessments. Patient face was tensed and his face was seized. The left side 
of his face was drooping he had trouble closing his left eye. Water was dripping out of his mouth 


when he tried to drank he felt that something was not right and his eye was watering that morning 
constantly. Action taken with mRNA-1273 in response to the events was not applicable. This case 
was linked to MOD-2021-229259 (Patient Link).; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the start date 
of the events, a causal relationship cannot be excluded 


dose 5/21/21. 


COVID19 Patient started having an earache on 06/25/2021 and by the morning of 06/28/2021 patient stated 
BELL'S PALSY | VACCINE | 1433801-1 | she had drooping on one side of her face. She went to the ER 06/28/21 and was diagnosed with 

(COVID19) Bell's Palsy. 

COVID19 Bell's Palsy. Started with ear pain and then tongue numbness. Went to ER with just ear pain and 
BELL'S PALSY | VACCINE tongue numbness and at the time you could just start to see the weakness in the facial muscles. It 

(COVID19) got much worse over the next couple of days. 

COVID19 
BELL'S PALSY | VACCINE | 1434287-1 | Bell?s palsy. Previous had Bell?s palsy in. 2003 and 2005 

(COVID19) 


COVID19 Developed Bells Paulsy on 14th June 2021, Could not shut left eye at all, Droop in left mouth area. 
BELL'S PALSY | VACCINE | 1435078-1 Went to urgent care as thought I was haveing a stroke. They performed ekg & catscan with neg 
(COVID19) “~~~ —_ | results of stroke. Put me on prednisone & Valacyclovir. Its week three and I can force my eye shut 


but still can not close normally, still have numbness in left cheek and lip droop. 


Approximately one month after my second shot, beginning around 5/20, I began to lose the sense 
of taste on the right side of my tongue. I thought it would go away but by 5/23 I had partial 
COVID19 paralysis on the right side of my face. Fearing a stroke I went to the ER and after a full battery of 
BELL'S PALSY |VACCINE | 1437503-1 | tests I was diagnosed with Bell's Palsy. The symptoms worsened for a few days and I was unable 
(COVID19) to close my right eye, had difficulty breathing out of my right nostril and both eating and drinking 
were difficult because my lips would not close fully. The symptoms stabilized and then finally began 


to improve after steroid and antiviral treatment for a week, then on to regular aspirin. 


COVID19 Site: Pain at Injection Site-Mild, Site: Redness at Injection Site-Mild, Systemic: Bell's Palsy- 
BELL'S PALSY | VACCINE | 1437645-1 Medium, Additional Details: PT DESCRIBED DROOPING ON ONE SIDE OF FACE AND TENDER TO 
(COVID19) — ~~ ~ | TOUCH; EXPRESSED SLIGHT PAIN SWALLOWING; DENIED TROUBLE BREATHING OR SIGNIFICANT 


PAIN 


COVID19 
BELL'S PALSY | VACCINE | 1437684-1 | Developed Bell's Pasly two weeks after injection 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1437839-1 | G51.0 - Bell's palsy 
(COVID19) 


Around the 17th of June I started feeling facial ticks or spasms under my right eye. The next few 
COVID19 days it was beginning difficult to talk and my eye was not blinking completely. I could not feel my 
1437858-1 


Bell's Palsy - Seen 6/28/2021 - Caregiver or patient concerns: o Cannot close her right eye well 

COVID19 and cannot use the right side of her mouth well for 1 week. She is getting watery eyes, no pain in 
BELL'S PALSY | VACCINE | 1433657-1 | EYES: When she brushes her teeth water comes out the right side of her mouth. She has to take 
(COVID19) ~~ | small bites of food b/c otherwise food comes out of her mouth. It is improving. Left eye and left 

side of mouth is ok. No arm or leg weakness. o Pt vaccinated against covid, 1st dose 4/25/21, 2nd 


BELL'S PALSY | VACCINE face. I went to the health department and they did some test. The diagnosed it as bells palsy. They 
(COVID19) prescribed me prednisone to take. They wanted me to follow-up in three weeks. I still have very 
little movement in my face. I have been on the prednisone for about a week now. 


Symptoms eee [symptoms [vaccine |yaersro| adverse Event Description = Adverse Event Description 


BELLS PALSY; SORE THROAT PAIN; DENTAL PAIN; CANKER SORE; This spontaneous report 
received from a patient concerned a 56 year old female of unspecified ethnicity. The patient's 
height, and weight were not reported. The patient's concurrent conditions included hyperlipidemia, 
and penicillin allergy, and patient was allergic to wycampin. The patient experienced drug allergy 
when treated with sulfamethoxazole/trimethoprim, isoniazid, and atorvastatin calcium. The patient 
received covid-19 vaccine ad26.cov2.s (Suspension for injection, route of admin not reported, 
batch number: 043a21a, and expiry: 05-AUG-2021) dose was not reported, 1 total administered 
1439572-1 


on left arm on 21-MAY-2021 for prophylactic vaccination. No concomitant medications were 
reported. On 12-JUN-2021, the patient experienced sharp ear pain, sore throat pain, dental pain, 
canker sore, taste issue, drooping left eye, and left side of head pain for which patient visited 
physician office and emergency room. On 21-JUN-2021, the patient was diagnosed with Bells 
palsy. Patient had been in contact with the health care professional. The action taken with covid-19 
vaccine ad26.cov2.s was not applicable. The outcome of the bells palsy, sore throat pain, dental 
pain and canker sore was not reported. This report was serious (Other Medically Important 
Condition).; Sender's Comments: VO: 20210664608-covid-19 vaccine ad26.cov2.s -Bell's palsy . 
This event(s) is considered unassessable. The event(s) has a compatible/suggestive temporal 
relationship, is unlabeled, and has unknown scientific plausibility. There is no information on any 
other factors potentially associated with the event(s). 


Bells Palsy; lost mobility of my face including my eye; This is a spontaneous report from a 
contactable consumer or other non hcp (patient). A 55-year-old female patient received bnt162b2 
(PFIZER-BIONTECH COVID-19 VACCINE, Formulation: Solution for injection, Batch/Lot Number: 
EW0185), via an unspecified route of administration, administered in left arm on 15Jun2021 08:15 
as dose 1, single (Age at vaccination: 55 year old) for covid-19 immunisation. Medical history 
included eczema, cyst in liver, known allergies for Peniccilin, shell fish, flu shoot, dye for ct scan, 
COVID19 nuts, trees, pollen from an unknown date and unknown if ongoing. Concomitant medications 
BELL'S PALSY | VACCINE | 1440055-1 included VITAMIN D taken for an unspecified indication. The patient did not receive any other 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


(COVID19) vaccines within 4 weeks prior to the COVID vaccine. Prior to vaccination, the patient was not 
diagnosed with COVID-19. Since the vaccination, the patient had not been tested for COVID-19. 
The patient experienced bells palsy, lost mobility of her face including her eye on 15Jun2021 
11:00. It was reported that, Approximately 3hrs after received patients first vaccine she lost 
mobility of her face including her eye and was diagnosed with Bells Palsy after it was confirmed 
that she was not having a stroke. Therapeutic measures were taken as a result of events includes 
Prednisone 60 mg 1 tablet per day, Valacyclovir 3 per day. The outcome for all events was 
recovering. 


LL'S PALSY | VACCINE | 1440056-1 vaccination on 18Jun2021 and had progressed to significant left facial nerve palsy on 18Jun2021. 
(COVID19) Seen today (22Jun2021) in ER by the physician, 4 days of progressing bell Palsy symptoms from 

18Jun2021. These events resulted in emergency room/department or urgent care. These events 
did not result in death, life threatening, caused/prolonged hospitalization, disabling/incapacitating 
or congenital anomaly/birth defect. The patient received treatment of steroids and antiviral 
medications. Outcome of the events was unknown. Information about Lot/Batch number has been 
requested.; Sender's Comments: There is a reasonable possibility that the event Bell's palsy was 
related to BNt162b2 based on known drug safety profile and temporal relationship. The impact of 
this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures 
for safety evaluation, including the review and analysis of aggregate data for adverse events. Any 
safety concern identified as part of this review, as well as any appropriate action in response, will 
be promptly notified to regulatory authorities, Ethics Committees, and Investigators, as 
appropriate. 


COVID19 
BELL'S PALSY | VACCINE | 1440444-1 I was diagnosed with Bells Palsey. Droopy face (right side) Slurred speech Crooked lips Watering 
eye Was put on steroids and eye drops for 7 days. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1440667-1 | Bells palsy sill have it so far75 days dizziness while standing approx 1 month 
(COVID19) 


COVID19 So after 3 hours i was eating pizza and my left side of the mouth felt numbness didn't do anything 
BELL'S PALSY | VACCINE | 1440698-1 | went to bed and then the next day I had loxodrome couldn't close my left eye. My whole left side 
(COVID19) was numb and felt weird I went to the doctor and I was diagnosed with Bell's Palsy. 


I?ve had diarrhea, nausea, and fatigue since receiving the shot. It started the night after I got my 
COVID19 shot. I still have it to this day. Some days are better than others. I saw two doctors about this and 
BELL'S PALSY | VACCINE | 1440842-1 they both concluded it was from the vaccine. I was tested for c diff as well as many other viruses 
(COVID19) “~~~ | and bacteria. I am due Sept 9. This is my first child. Idk birth weight but she?s measuring normal 
for a 29 week pregnancy. Also my OB says I have very mild bell?s palsy that she had not seen 
before I received my vaccine. 


COvID19 Bells Palsy - Paralysis of left facial muscles - difficulty smiling & blinking with left side. No 
BELL'S PALSY | VACCINE 
(COVID19) treatment. Spontaneous recovery started 12 day after onset. Muscle weakness continues. 


bell Palsy symptoms/left facial nerve palsy; This is a spontaneous report from a contactable 
physician reported for a female patient. A 30-year-old female patient (not pregnant) received 
BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE) solution for injection, intramuscular, 
administered in arm left on 15Jun2021 (Batch/Lot number was not reported) as dose 2, single (at 
the age of 30-year-old, not pregnant) for COVID-19 immunization. The patient medical history was 
not reported. Concomitant medication included clindamycin. The patient previously took amoxicillin 
and azithromycin and experienced allergy both. The patient previously received BNT162B2 for 
Covid-19 Immunization as ist dose. There was no other vaccine in four weeks. The patient did not 
have COVID-19 prior vaccination, no COVID tested post vaccination. The most recent COVID-19 
vaccine was administered in pharmacy or drug store. Since the vaccination, the patient had not 
COVID19 been tested for COVID-19. Patient started developing left facial weakness 3 days after the 
BE 


Symptoms ees VAERS 1D Adverse Event Description 


POSSIBLE STROKE; BELL'S PALSY; This spontaneous report received from a patient concerned a 46 
year old female. The patient's concurrent conditions included cigarette smoker, no alcohol use, 
penicillin allergy, high blood pressure, and lower back pain from bone loss after menopause, and 
patient had no drug abuse or illicit drug usage. The patient was previously treated with ibuprofen 
for drug allergy. The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route 
of admin not reported, batch number: 204A21a and expiry: 07-AUG-2021) dose was not reported, 
1 total, administered on 01-JUN-2021 to left arm for prophylactic vaccination. Concomitant 
medications included lisinopril, and oxycodone. On 27-JUN-2021, The patient had a stroke and 
patient states that, mouth felt different and went to take a drink and it ran down the mouth, 
patient's whole right side of face was paralyzed, patient drove to the hospital and patient was 
COVID19 scans performed in the emergency room (ER), was given a diagnosis of Bell's Palsy and a referral 
BELL'S PALSY |VACCINE | 1442378-1 | to a neurologist. The patient was told that a stroke could not be ruled out, and patient was not 
(COVID19) admitted to hospital and was discharged from emergency room (ER) around 1:30 am on 28-JUN- 
2021. The patient was contacted primary doctor and a referral for a neurologist was sent and 
patient was awaiting a call back with appointment information and reports symptoms have not 
improved including feeling the right side of face being paralyzed and being unable to close right 
eye. Laboratory data included: Lab test (NR: not provided) Patient willing to provide reports if 
requested. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient had 
not recovered from stroke and bell's palsy. This report was serious (Other Medically Important 
Condition).; Sender's Comments: VO: 20210700241-covid-19 vaccine ad26.cov2.s-possible stroke, 


bell's palsy. This event(s) is considered unassessable. The event(s) has a compatible/suggestive 
temporal relationship, is unlabeled, and has unknown scientific plausibility. There is no information 
on any other factors potentially associated with the event(s). 


COVID19 
BELL'S PALSY |VACCINE | 1443082-1 | Afflicted with Bell?s Palsy on 06/20/2021. Out of nowhere! 
(COVID19) 
COVID? I contracted Bell's Palsy from my second dose of the Moderna Covid 19 vaccine administered in 
BELL'S PALSY | VACCINE June 2021 
(COVID19) i i 
COVID19 
BELL'S PALSY |VACCINE 1443276-1 | Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE 1443943-1 | Bell's Palsy 
(COVID19) 


My husband devloped Bells Palsy after he got the vaccine.; This spontaneous case was reported by 
a consumer and describes the occurrence of BELL'S PALSY (My husband devloped Bells Palsy after 
he got the vaccine.) in a male patient of an unknown age who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. unknown) for COVID-19 vaccination. No Medical History information 
was reported. On an unknown date, the patient received first dose of mRNA-1273 (Moderna 
COVID19 COVID-19 Vaccine) (unknown route) 1 dosage form. On 22-Jun-2021, the patient experienced 
BELL'S PALSY |VACCINE | 1445739-1 | BELL'S PALSY (My husband devloped Bells Palsy after he got the vaccine.) (seriousness criterion 
(COVID19) medically significant). At the time of the report, BELL'S PALSY (My husband devloped Bells Palsy 
after he got the vaccine.) outcome was unknown. The action taken with MRNA-1273 (Moderna 
COVID-19 Vaccine) (Unknown) was unknown. No treatment drug information provided. No 
concomitant drug information provided. Very limited information regarding this event has been 


provided at this time. Further information has been requested Reporter did not allow further 
contact 


COVID19 For several days, I had numbness on the left side of my face, left eyelid drooping and corner of left 
BELL'S PALSY |VACCINE | 1446087-1 | side of mouth. Also very teary and strained eyes. Went to ER, thought it was a stroke, was 
(COVID19) diagnosed as Bells Palsy. Treated with steroid and artificial tears for eyes. Disappeared in 4 days. 
COVID19 ae : A . 
BELL'S PALSY |VACCINE | 1446126-1 Severe tingling and coldness in hands and feet. Temporary bells palsy. Neurologist has diagnosed 
~ | nerve damage with unknown cause. 
(COVID19) 
COVID19 Development of right sided Bell?s palsy, began as numb tongue the morning of 6/28, which 
BELL'S PALSY | VACCINE | 1446336-1 developed into partial right sided facial paralysis over the following (roughly) 48 hours Urgent care 
(COVID19) — hear prescribed oral prednisone 60mg/daily x7 days Patient to follow up with primary care 
provider 


COVID19 
BELL'S PALSY | VACCINE | 1446460-1 | Bell?s Palsy on the right face 
(COVID19) 
COVID19 Subsequently after having the vaccines on the 7/2, developed symptoms of left sided facial droop, 
BELL'S PALSY | VACCINE | 1446736-1 | hemiparalysis, decreased sensation to his left face, slurred speech and difficulty chewing. 
(COVID19) Symptoms and physical exam most suggestive of Bell's (facial nerve) palsy. 
COVID19 . : . 
BELL'S PALSY |VACCINE | 1446883-1 Bells Palsy left side of face paralysis was seen in the ER on 5/31. Was seen on 6/17 by PCP due to 
~~~ | left ear pain was ordered steroids and to increase Gabapentin 
(COVID19) 
COVID19 July 4th, 2021 @ipm Mountain Time - First symptoms. Lost muscle control on right side of the 
BELL'S PALSY |VACCINE | 1446895-1 | face. July 4th 2021 @ 9:30pm Mountain Time - Entered Emergency Room and ruled out a stroke. 
(COVID19) Was diagnosed. 


COVID19 Patient received his first dose of the Pfizer Covid-19 vaccine on 7/2/21. Later that day the tip of his 
BELL'S PALSY | VACCINE | 1450237-1 tongue had no taste. About 72 hours later, patient experienced numbness/tingling down the side of 
(COVID19) ~~ | his face. He went into the emergency room and had workup/CT scan. Patient was diagnosed with 


Bell's Palsy. 


Facial muscle weakness developed in left jaw within 4-5 weeks. Within two weeks of that complete 

COVID19 paralysis of left eye, blocking vision and making employment nearly impossible. Went to Dr. where 

BELL'S PALSY | VACCINE blood work indicated his immune system was working overtime. When eye started drooping, within 
(COVID19) one week went to ER. No major cause. Best educated diagnosis ... Bell's Palsy, perhaps instigated 


by the exposure to virus in vaccine. 


Received COVID #2 on 6/12 and developed cold symptoms with ear pain and loss of taste. On 
COVID19 6/22/2021, developed right facial droop and was seen in the ER - diag with Bell's palsy and placed 
BELL'S PALSY |VACCINE | 1450328-1 | on Abx, Prednisone, and acyclovir. Lyme came back negative. Was seen in f/u 6/25 in clinic with 
(COVID19) improved but still apparent right facial droop. Abx discontinued at that point. He is doing much 


better now (7/6) with some residual facial droop. 


Symptoms es VAERS 1D Adverse Event Description 


Approximately 24 hours after dose given, developed debilitating pain in joints and muscles, temp 
spiked to 103, developed mouth sores in side mouth and on tongue, extreme headache, tops of 
feet and hands became numb, cramping and tingling in all extremities, chest tightness, unable to 
COVID19 ambulate for 6 hours. Have had debilitating headaches every morning since dose, Brain fog, 
BELL'S PALSY | VACCINE | 1450333-1 | developed bells palsy on L side of face approximately 2 weeks after does, lost hearing in left ear, 
(COVID19) started with blurred vision in my | eye, started having POTS syndrome, dizzy and falling when 
standing from lying and sitting position, increased anxiety, increased fatigue, malaise and 
increased body pain, increased palpitations, difficulty concentrating, daily fevers, neuropathy, 
chronic swelling of L ankle, post exertional malaise ( mental and physiccal exertion) 
COVID13 sae Bells Palsy in right side of his face. Pain in jaw, eye twitching and fatigue. Went to ER same 
BELL'S PALSY | VACCINE . ; ; 
morning of 6/28/21 and received 10 day dose of Prednisolone. 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1450489-1 | I got Bell palsy after receiving the covid Johnson and Johnson shot. 
paucsonsr (COVID19) Ene 
COVID19 
BELL'S PALSY | VACCINE 1450648-1 | Bells Palsy Could not see well 
peues onsy (COVID19) sees 


Bell's Palsy; This spontaneous case was reported by a consumer and describes the occurrence of 
BELL'S PALSY (Bell's Palsy) in a 52-year-old male patient who received MRNA-1273 (Moderna 
COVID-19 Vaccine) for COVID-19 vaccination. No Medical History information was reported. On an 
unknown date, the patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) 1 dosage form. On 14-Apr-2021, the patient experienced BELL'S PALSY (Bell's 
Palsy) (seriousness criterion medically significant). At the time of the report, BELL'S PALSY (Bell's 
Palsy) was resolving. The action taken with MRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) was unknown. For mMRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the 
COVID19 reporter considered BELL'S PALSY (Bell's Palsy) to be possibly related. Concomitant medications 
BELL'S PALSY |VACCINE | 1453467-1 | were not reported. The patient reported that a few days after the first dose, he experienced 
(COVID19) numbness in mouth and drooping of face on one side with very little movement On an unspecified 
date, he went to the emergency room (ER) and was diagnosed with Bell's palsy. He reported some 
improvement, but drooping of eye and lip on left side continued. No treatment information was 
provided. Company Comment : Based on the current available information and temporal 
association between the use of the product and the start date of the event, a causal relationship 
cannot be excluded. Most recent FOLLOW-UP information incorporated above includes: On 28-Jun- 


2021: Follow up received and does not contain any new information.; Sender's Comments: Based 
on the current available information and temporal association between the use of the product and 
the start date of the event, a causal relationship cannot be excluded. 


COVID19 
BELL'S PALSY |VACCINE | 1454062-1 | Bells Palsy 
(COVID19) 


Dose #1: Just a sore arm Dose #2: Within 24 hours my left ear hurt like I was getting an ear 
infection. I just assumed it was allergies. Within 48 hours my left eye began stinging and hurting, 
COVID19 as well as continuation of a left earache. Within 72 hours I noticed that me left eye blinking was 
BELL'S PALSY | VACCINE delayed and not symmetrical with that of my right. On May 1st I went to the ER and was 
(COVID19) diagnosed with Bell's Palsy. I had total loss of muscle/nerve control to the left side of my face. It 
affected my speech, ability to eat, and ability to drink. I was scared that I was having a stroke and 


went to the ER. 


Had a really swollen, sore arm - and under arm pits it was really swollen too. I toughed it out fora 
couple of weeks. I called the clinic when it was still sore. I was not able to lift weights when I 
exercise - I was dropping them. I called the clinic and talked to a nurse. On June 22nd, around 
1:00 or 2:00 - my whole left side went numb. I couldn't speak. Left side of face was drooping. I 
COVID19 had blurred vision. But then it got a little better within an hour or two ( I could communicate) and 
1454483-1 


BELL'S PALSY | VACCINE I called the clinic said to come in on 23rd - doctor thought I was still having a stroke due to 
symptoms observed. I have an optometrist is going to check my eyes. I am going to get a physical 
done next month (August 9th) at the clinic. I work out and tried to do some neck exercises - and 
dr noticed a past injury of left side of face -that happened 45 years ago - on the CT. Dr wonders if 
it's related to that . I decided to do some neck exercises on Monday and yesterday I was bedridden 
after doing those exercises - lymph nodes swelled up. I still have some blurry vision; my face is 
still drooping but just a little bit. I do jumble my words. 


COVID19 Left sided facial drooping - started 07/03/2021. Patient diagnosed with Bell's palsy 07/07/2021. 
BELL'S PALSY | VACCINE | 1454647-1 | Treated with acyclovir 800mg (1 tab orally 5 times a day for 10 days) and prednisone 10mg (7 
(COVID19) tabs day 1, decreasing by 1 tab/day until gone) 


COVID19 i . . . 
BELL'S PALSY |VACCINE | 1454719-1 I got Bell's Palsy. Over 5 weeks later and still no improvements. Also have severe vertigo from the 


(COVID19) 


(COVID19) Bell's Palsy and cannot work. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy; Pain in extremity; This case was received via FDA VAERS (Reference number: 
1284039) on 29-Jun-2021 and was forwarded to Moderna on 29-Jun-2021. This regulatory 
authority case was reported by an other health care professional and describes the occurrence of 
BELL'S PALSY (Bell's palsy) in a 69-year-old male patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. 01A214) for COVID-19 vaccination. The occurrence of additional 
non-serious events is detailed below. Concurrent medical conditions included Allergy to antibiotic 
(Tetracycline), Blood pressure high (under control) and Cholesterol high (under control). 
Concomitant products included AMLODIPINE, DIPHENHYDRAMINE HYDROCHLORIDE (BENADRYL 
[DIPHENHYDRAMINE HYDROCHLORIDE]), OMEPRAZOLE, SIMVASTATIN, FISH OIL and COENZYME 
Q10 [UBIDECARENONE] for an unknown indication. On 26-Jan-2021, the patient received first 
dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 26-Feb- 

COVID19 AE EN ae ies of PS ere tg caer Ss aed beat Seopa eae 
was changed to osage form. On 27-Apr- , the patient experience : ell's 

PELUS PALOT (coubia) Lors palsy) (seriousness criterion medically significant) and PAIN IN EXTREMITY (Pain in extremity). The 
patient was treated with PREDNISONE for Adverse event, at a dose of 1 dosage form and 
VALACICLOVIR at a dose of 1 dosage form. At the time of the report, BELL'S PALSY (Bell's palsy) 
and PAIN IN EXTREMITY (Pain in extremity) had not resolved. DIAGNOSTIC RESULTS (normal 
ranges are provided in parenthesis if available): On 27-Apr-2021, Blood test: inconclusive 
(Inconclusive) Inconclusive. On 27-Apr-2021, Chest X-ray: inconclusive (Inconclusive) 
inconclusive. On 27-Apr-2021, Electrocardiogram: inconclusive (Inconclusive) inconclusive. On 27- 
Apr-2021, Magnetic resonance imaging: inconclusive (Inconclusive) inconclusive. For mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any causality 
B 


assessments. Concomitant medications included flax. The reporter stated the patient had Bell's 
palsy on left side of face. Very limited information regarding this events has been provided at this 
time.; Sender's Comments: Very limited information regarding this events has been provided at 


this time 


Bell's palsy; Pain; Pyrexia; (Reference number: 1402825) on 29-Jun-2021 and was forwarded to 
Moderna on 29-Jun-2021. This regulatory authority case was reported by an other health care 
professional and describes the occurrence of BELL'S PALSY (Bell's palsy) in a 37-year-old male 
patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 017C21A) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below. Concomitant 
products included MULTIVITAMIN [VITAMINS NOS] and VITAMIN D [VITAMIN D NOS] for an 
unknown indication. On 05-May-2021, the patient received second dose of MRNA-1273 (Moderna 
COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage form. On an unknown date, 
COVID19 the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 
ELL'S PALSY | VACCINE | 1456750-1 dosage form. On 10-Jun-2021, the patient experienced BELL'S PALSY (Bell's palsy) (seriousness 
(COVID19) ~~ E| criterion medically significant), PAIN (Pain) and PYREXIA (Pyrexia). At the time of the report, 
BELL'S PALSY (Bell's palsy), PAIN (Pain) and PYREXIA (Pyrexia) had not resolved. For mRNA-1273 
(Moderna COVID-19 Vaccine) (Unknown), the reporter did not provide any causality assessments. 
steroid, anti viral, and antibiotic were prescribed by doctor. The patient's past medical history 
included Lyme disease. The action taken with MRNA-1273 (Moderna COVID-19 Vaccine) 
(unknown) was unknown. Company Comment: Based on the current available information and 


temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded.; Sender's Comments: Based on the current available information 
and temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded. 


"""some people get Bell's palsy""; Based on the current case data, this case has been classified as 
invalid. This spontaneous case was reported by a consumer and describes the occurrence of BELL'S 
PALSY (""some people get Bell's palsy"") in a female patient of an unknown age who received 
COVID19 mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. No Medical History 
BELL'S PALSY | VACCINE | 1456756-1 information was reported. On an unknown date, the patient received dose of mRNA-1273 (Moderna 
(COVID19) “~~ | COVID-19 Vaccine) (unknown route) 1 dosage form. On an unknown date, the patient experienced 
BELL'S PALSY (""some people get Bell's palsy"") (seriousness criterion medically significant). At the 
time of the report, BELL'S PALSY (""some people get Bell's palsy"") outcome was unknown. 


Concomitant product use was not provided by the reporter. No treatment information was 
provided. This case was linked to MOD-2021-034224 (Patient Link)." 


COVID19 Left sided Bell's palsy Eyes: Positive for visual disturbance ( Blurred vision in the right eye 
BELL'S PALSY | VACCINE | 1457028-1 Neurological: Positive for dizziness ( When he closes eyes.), facial asymmetry ( Left-sided facial 
(COVID19) ~~ | droop), speech difficulty and numbness ( To the right side of the face). Negative for weakness and 


headaches. 


COVID19 17 yo male presented with Bell's palsy which started on 5/29/2021. First Pfizer dose 4/26/21, 
BELL'S PALSY | VACCINE | 1457085-1 second dose 5/17/21. Negative Lyme testing x2. No viral symptoms. No recent dental work. 
(COVID19) ~~ | Treated w/prednisone 60 mg x 7 days. Symptoms improving but not resolved as of last office visit 


6/24/21. 


COVID19 
BELL'S PALSY | VACCINE | 1457109-1 | G51.0 - Bell palsy 
(COVID19) 


COVID19 Patient visited primary doctor two weeks after receiving vaccine complaining of flu like symptoms, 
BELL'S PALSY | VACCINE | 1457420-1 | was diagnosed with viral infection, a week or so later he had trouble closing his eyelid, he went to 
(COVID19) urgent care where they diagnosed him with Bell's palsy. 


I had swelling in my right armpit lymph node and a mild rash that developed on the 4th day. I also 
developed Bell?s palsy in the right side of my face. I went to the ER where I was prescribed 
COVID19 prednisone and valacyclovir. These medications both helped a little. On June 25th the rash got 
BELL'S PALSY | VACCINE | 1457441-1 | worse, and the doctor prescribed a steroid cream which has helped. The rash has gone away from 
(COVID19) under my arm, but my lymph node is still swollen. On June 25th the doctor also said my face was 
more symmetrical, but I still have weakness and pain on my jawline and lip area. The pain is like a 


nerve pain and still comes and goes but it is not as bad as it was initially. 


COVID19 J : — l l 
BELL'S PALSY | VACCINE | 1457538-1 Bell?s Palsy Loss of feeling left face Drooping face eye and mouth Difficulty swallowing, closing left 
(covip19); i” eye After first vaccine dose Prednisone pills 


COVID19 Patient states reporting numbness, weakness, with paralysis to the left side of the face and left 
BELL'S PALSY | VACCINE | 1457620-1 | °Y®: He states he first noticed his left eye not closing and drooping of the mouth when brushing his 
“~~ | teeth on 07/03/2021. Patient was seen by a provider and was palced on medication and diagnosed 

a with Bells Palsy. 


Symptoms ae VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY | VACCINE | 1457892-1 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE | 1457895-1 | Bells Palsy, crooked mouth, effective speech, one eye remains open, fatigue 11 days and counting 
(COVID19) 


BELL'S PALSY |COVID19 1458373-1 | "To begin, I have always been a healthy, middle-aged male, with no history at all of neurological 
VACCINE problems. What follows is a comprehensive summary of all that happened to me shortly (7 days) 
(COVID19) after getting the Janssen COVID vaccine and the supporting documentation to support the 

diagnosis of my having developed Guillian-Barre' Syndrome (GBS) as a direct and obvious 
consequence of the vaccine. THURSDAY, 5/13/21: Received the J&J vaccine at 10:00 AM (LOT 
NUMBER 205A21A). FRIDAY - THURSDAY, 5/13 - 5/20/21: No obvious reaction to the vaccine, at 
all. FRIDAY, 5/21/21: During the day, I noticed deep-muscle pain/soreness in both shoulders 
(deltoid muscles) that increased throughout the day. It felt as if I had been doing heavy-weight 
presses with the resulting soreness. I attributed it to a delayed reaction from the vaccine (as I'd 
heard muscle pain, particularly in the shoulders, is a common reaction symptom), as I had no 
injury or other possible cause and chose to ignore it. It may have even started a day or two before 
Friday, but wasn't of such consequence as for me to recall it; the only vivid memory I have is the 
discomfort on Friday, 5/21/21. SATURDAY - SUNDAY, 5/22 - 5/23/21: I had continued shoulder 
pains, but ignored them because they were not acute and just attributed them to a short-term 
vaccine reaction. MONDAY, 5/24/21: In the evening, while sitting in the bleachers attending a 
sporting event, I noticed my buttocks was pretty sore. The bleachers are not normally comfortable, 
but this was a dull, serious ache across my entire buttocks. I didn't know to what to attribute it 
(not yet at that time associating it with the shoulder pain), so ignored it. In retrospect, I realized 
later that the soreness I was feeling at that time was similar to the shoulder pain and was the pain 
felt from a deep numbness across the buttocks, akin to when a body part (hand, foot, etc) ""falls 
asleep"" so deeply that it's numb, but is still very, very sore. Later that night, my upper back 
began to feel sore, from shoulder to shoulder, down to my mid-back. As the night progressed, this 
pain increased exponentially to a ""Level 10"", leaving me unable to sleep but in 15-minute 
increments, wandering the house to find a spot -- sofa, chair, floor, anywhere -- to give me some 
comfort to sleep; I slept 2 hours, total, that night. The pain across my back felt equivalent to 
someone beating me with a baseball bat all over my upper back -- it wasn't an acute, localized 
pain, but very deep and broad across the area. Normally, Aleve quickly resolves any pain issues I 
have, but overnight, it did nothing to reduce the pain. TUESDAY, 5/25/21: I began to piggyback 
Aleve and Extra Strength Tylenol, and that seemed to help abate a little of the most intense pain, 
but it was still painful and precluded sleep and much of my working. I think it was at this time that 
I began to notice the pain and numbness going beyond my buttocks, down the backs of my legs, 
and into my feet, leaving my feet (and toes, in particular) numb and tingling. I also began to 
notice a problem with balance and gross motor controls (stumbling when walking, nearly falling 
several times in the shower) -- all symptoms I have never experienced in any capacity. 
Additionally, I had considerable pain down the backs of my legs, leading me to feel as if my calves 
and hamstrings had been through a heavy workout the day before and desperately needed 
stretching -- however, any attempts to do so led to excruciating, stabbing pains in those muscles. I 
also noticed that the pain in my upper back was becoming more acute and localized in my cervical 
vertebrae area. Having taken care of a father who has had many back surgeries and suspecting I 
have my own degenerative cervical disc issues (I've had past neck pains), I began to believe that 
all the pain and numbness throughout my body might be due to a cervical issue (e.g., bulging disc, 
stenosis, etc), and so tried to treat the area as such, with hot shower, heating pad, better neck 
support, etc. I continued to piggyback the two pain meds that day, but the upper back and neck 
pain and numbness and gross motor issues came back in full that night, again leaving me no relief 
for sleep -- I could only doze in 15-minute increments and found no position or place to sleep that 
was comfortable; I was in tremendous pain 10) across my entire back and down my legs. By 2:00 
AM, I knew there was going to be no relief, and I couldn't wait until the morning; I drove myself to 
the nearby ER, again still believing/expecting at the time that this was a spinal issue. In the ER, I 
was met by a PA who reviewed my situation, determined that cervical imaging was unnecessary, 
and prescribed Percocet. My blood pressure was recorded at 160/94. I was released after two 
hours and returned home. Despite the meds, I was still in considerable pain that night and found 
myself unable to sleep in more than 10- to 15-minute increments. WEDNESDAY, 5/26/21: During 
the day, the Percocet seemed to abate the pain, somewhat, although it tended to flare up much 
more at night during the prior 2 nights, anyway. However, I noticed I had an upset stomach by 
midday, and as the day progressed, the pain in my abdomen grew considerably. By the evening, 
the pain across my abdomen was unbearable, as bad as it was in my back and legs. Late in the 
evening, I researched Percocet and saw that abdominal pain and nausea are two prominent side 
effects. I stopped taking the pain medication immediately, knowing that my back pain would return 
in full through the night; again, I slept in 15-minute increments in considerable back and 
abdominal pain for a total of about 3 hours. It was also during the day Wednesday that I noticed 
considerably worse gross motor skills (e.g., walking, ascending/descending stairs, standing up 
straight, writing), balance, and increased numbness and tingling in my legs, feet, and hands. At 
one point, I tried to walk by my daughter in a hallway in the house, and in trying to go around her, 
I fell against the wall. She thought I was joking; I wasn't. It happened several more times that 
week. Also, this day or the next, I started noticing additional problems with urinating and 
defecating. It felt as though I had no control over my abdominal muscles, so could not strain or 
push when going to the bathroom. When trying to have a bowel movement -- and I knew needed 
to -- I felt as though I had no control to push; when urinating, I had no muscle support for pushing 
out the urine. THURSDAY, 5/27/21: Still believing these pain, numbness, and other neurological, 
problems to be related to cervical vertebrae/disc issues, I had an appointment with a spine 
orthopedist. He ordered cervical X-Rays and confirmed that I do have disc 
compression/degeneration, but not excessive and nothing that could explain the pain and 
numbness persisting all over my back, down to my hands, across my buttocks, and down my legs 
to my feet. The message: the cervical discs were not the problem. This is when I reconsidered all I 
had been through, tying back to the initial pain I felt in my shoulders the prior Friday. This is when 
I realized that my body had been reacting to the vaccine. Never before in my life had I had 
neurological problem. Never before had I experienced pain, numbness, and tingling across my 
entire body that way, so until that moment, I hadn't considered the vaccine to be a possible vector 
for all that was going on with me. The coincidence of these events was FAR too great to be 
anything but a causal relationship. The likelihood of these symptoms arising on their own is 
infinitesimal in comparison to a causal effect. The vaccine had triggered a serious and painful 
neurological response in my body. The orthopedist, knowing I had responded poorly to the 
Percocet, prescribed oxycodone. I took that pain medicine that day and into the evening, but once 


Next day, developed high fever (104-105) for 2 days. 2 weeks later, developed Bell's Palsy (right- 
side). 


Vaccine again, my stomach and abdomen began to bother me and the abdominal pain returned. Once 
Symptoms Type VAERS ID Adverse Event Description 


again, I looked at the side effects of the medicine, and the first two I saw were stomach pain and 
nausea. I stopped taking the pain medicine immediately. That night, I slept a total of 2.5 hours. 
FRIDAY, 5/28/21: I was still in considerable pain, and that combined with very little sleep (and 
none of it good) for 4 days led me to having trouble thinking clearly. My wife insisted I needed to 
go back to the ER in the morning to see what could be going on. My blood pressure upon being 
seen was initially approximately 185/140, but what was finally recorded after a second test was 
191/112. I waited to be seen for about 2 hours, but I finally met with the ER physician and 
described my history of problems that week, including my then-belief that this was a vaccine 
reaction. She ordered full bloodwork, chest X-Ray and CT scans (without contrast) of lumbar and 
thoracic spine and CT scan with contrast of chest/abdomen. Nothing strikingly abnormal was found 
in these scans, but doctors (ER physician and neurologist) noted bliteral weakness in lower and 
upper body. The doctors wanted to order MRIs, but I am unable to have an MRI due to a piece of 
metal in my left eye. The morphine I was administered helped reduce my pain and my blood 
pressure upon leaving had abated, somewhat (don't recall my final BP). Both doctors seemed not 
to believe that these symptoms could be the result of an adverse vaccine reaction, but they were 
unable to explain a cause. On my inquiry, at my friend's recommendation I ask to verify, the 
neurologist disagreed that these were symptoms of a presentation of Guillian-Barre' Syndrome 
(GBS). The ER doctor asked if I was interested in being admitted, but I felt some of my more 
extreme symptoms (blood pressure and pain -- thanks to the morphine) had abated sufficiently to 
allow me to leave. After 8 hours in the ER, I left and returned home. My numbness, tingling, some 
pain, balance, and motor skills issues persisted, but were blunted somewhat (probably from the 
morphine?). It was either this day or the next, that I was standing outside, and knowing I had 
problems walking and with balance, I decided to try to run a few steps to see how weak my legs 
were and bad my motor skills and balance were. Immediately, it was clear that things were worse 
than I had considered. I had very poor control of my legs -- they flew off to the sides, out of 
control, as I tried to step; I stumbled a couple times and almost fell; and I couldn't proceed ina 
straight line, veering off at an angle. I earnestly tried several times, with the same results each 
time. That night, while the pain was still there, it was tolerable enough that I was able to sleep for 
a total of about 5 hours. SATURDAY, 5/29/21: Early in the AM, I noticed I was unable to smile. 
Having a friend who had had Bell's Palsy, I recognized the signs immediately. The left side of my 
face sagged, I was unable to smile (left side of my mouth sagged), and I was unable to close my 
left eye. My wife took me to the ER, and we were met by the same ER physician who had seen me 
the day before. She was shocked about my return so soon after my prior visit. My blood pressure, 
on being admitted, was 151/102, but as with my other visits, asymptomatic other than the 
problems described before (pain, numbness, and tingling, in my back, arms, legs, and abdomen; 
gross motor movement; lack of coordination; and lack of clarity in thinking); no other signs of 
infection or illness. The Dr ordered a CT scan (without contrast) of my head and other bloodwork. 
Of note, the CK came back at 712 U/L. The CT scan came back normal. Again, I was administered 
morphine, which abated my pain and allowed me to relax. After 3 hours, I was released, with 
prescriptions for Amlodipine for the high blood pressure and Prednisone and Valtrex (Valacyclovir) 
for the Bell's Palsy. The morphine helped reduce my back and abdominal pain and give me some 
comfort, such that I could sleep another 5 hours that night, although all other symptoms persisted. 
SUNDAY - WEDNESDAY, 5/30/21 - 6/2/21: I continued to experience the numbness and tingling in 
my back (primarily), abdomen, legs/feet, and arms/hands, but my severe pain began to abate, 
such that I could sleep a bit more easily. I taped my eye shut at night, as my Bell's Palsy eyelid 
would not close fully, and it teared constantly. WEDNESDAY, 6/2/21: Not having a GP, I finally 
found an Internist to review my case and symptoms, but primarily to extend my meds (Blood 
Pressure and antiviral and steroid for the Bell's Palsy), as the ER doctor had only given me a 5-day 
prescription. The doctor review my situation and continued the meds. Having been prompted 
regularly by my friend to confirm a GBS diagnosis, I asked this doctor about a possible GBS- 
vaccine link and after a cursory review, he said he did not think so. THURSDAY, 6/3/21: With the 
weakness in my left eyelid, my desire to find a resolution to it, and my concerns about its effect on 
my vision, I had an appointment with my opthamologist, who recommended eye drops until the 
eye improved and instructed me to stop taping the eye shut. She noted no other problems with my 
vision. FRIDAY - MONDAY, 6/4/21 - 6/7/21: During this time, the medicines for my Bell's Palsy 
seemed to take effect, and the paralysis symptoms abated mostly (with some residual weakness in 
my left eyelid). I continued to experience the other neurological symptoms, however. TUESDAY, 
6/8/21: Having been unable to get a timely appointment with a trusted neurologist, a friend with a 
contact at medical school head of neurology was able to get me an appointment with a neurology 
faculty member. I met with Dr. that afternoon, and he was the first to really listen to the symptoms 
I had and understand some of the possible triggers and consequences of them. I started the 
conversation explaining that I'm a reasonable, rational, and science-based person, an engineer by 
training and career, and that I firmly believed all the symptoms I was presenting were a direct 
consequence of my getting the vaccine. Additionally, at my friend's continued urging, I asked if 
these symptoms could point to a Guillian-Barre' diagnosis. He was at first skeptical of my 
proposition of the vaccine cause, but was quick to say he was glad I had raised the question of 
GBS, because he had that diagnosis in mind, as I discussed my symptoms. He believed that the 
symptoms I had and the way and speed with which they had progressed pointed to a likely GBS 
diagnosis. He scheduled a follow-on appointment to have an Electromyogram (EMG) and Nerve 
Conduction Study to assess the extent of the neurological damage and prognosis for resolution, as 
I am unable to get an MRI and he seemed to feel a lumbar puncture was unnecessary. FRIDAY, 
6/11/21: I had my scheduled EMG and Nerve Conduction Study with Dr. The results showed some 
abnormal neuropathy, but mostly normal in my extremities and indicative of some recovery from 
symptoms. Although I still had considerable numbness, tingling, and some pain down my legs into 
my feet and down my arms into my hands, my most prevalent issues at that point were numbness 
and tingling across my entire upper back and abdomen, but the doctor indicated these tests don't 
identify issues very well, that they are better designed for testing neurological issues in the 
extremities. We agreed to reconvene over the phone in several weeks, unless problems worsened. 
TUESDAY, 6/29/21: During a follow-up appointment with the doctor, I indicated that some of my 
neurological issues were abating and that my blood pressure had returned to near-normal range. 
My energy was returning to a degree and my motor skills and balance and control had improved. 
However, I continued to have significant numbness and tingling across my back and abdomen, and 
of greater concern, I had increasing tingling and pain going down my left arm to my index finger 
when I stretched out my arm. This was a new symptom and increased in pain in frequency in the 
following days and raises the question of what other symptoms might arise. AS OF 7/8/21: 
CURRENT STATUS: I have continued numbness and tingling in my feet and hands and back and 
abdomen, although they are reduced from their earlier state. However, I have increased shooting 
pain in my left index finger when stretching out my left arm. Additionally, I have a mild increase in 
weakness in my left eyelid, after prior improvement from the Bell's Palsy. My dangerously high 
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1463683-1 


1463924-1 


my GP continues to keep on blood pressure medicine (Amlodopine) for now. Finally, a lot of the 
issues I had thinking clearly and regularly making mental mistakes, all noticeable and commented 
on by my family, have lessened, although I still find myself making mental mistakes and forgetting 
information that would have been MUCH less likely prior to this adverse GBS event caused by the 
J&J vaccine." 


two bouts of Bell's palsy; patient received the first dose on 29Apr2021 on left arm as dose 1, 
single and second on 29Apr2021 on left arm as dose 2; A 48-years-old male patient received the 
first dose on 29Apr2021 on left arm as dose 1, single and second on 29Apr2021 on left arm as 
dose 2; This is a spontaneous report from a contactable consumer (patient). A 48-year-old male 
patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; Solution for 
injection; Lot number: EWO151) via an unspecified route of administration on 29Apr2021 on left 
arm as dose 1, single and second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; 
Solution for injection; Lot number: EWO170) via an unspecified route of administration on 
29Apr2021 (at age 48-year-old) on left arm as dose 2, single for COVID-19 immunization. Medical 
history included several previous incidents of Bell's palsy and allergy to penicillin (start data and 
ongoing status unknown). The patient's concomitant medications were not reported. It was 
mentioned that patient was not diagnosed with COVID-19 prior to vaccination and had not been 
tested for COVID-19 since the vaccination. It was reported that, a 48-year-old male patient 
received the first dose on 29Apr2021 on left arm as dose 1, single and second on 29Apr2021 on 
left arm as dose 2 (inappropriate schedule of vaccine administered, overdose) and the patient 
experienced two bouts of bell's palsy on 25May2021. One 4 weeks after vaccination on the right 
side and now a second one on the left about four weeks after the first incident. Therapeutic 
measures were taken with valtrex and prednisone as a result of two bouts of bell's palsy. The 
outcome of event two bouts of Bell's palsy was recovering. No follow-up attempts are possible. No 
further information is expected. 


Bell?s palsy 


Left sided Bells Palsy which began 3 days after vaccination. Has been treated with prednisone and 
valacyclovir. 


Bells Palsy diagnosed at Emergency Room Paralysis of right side of my face Pain behind my ear 
Woke up at 5am on July 4 and my eye wouldnt close. Looked in mirror. Right side of Face was 
drooping and I couldn't 


Thursday morning the patient woke up with the left side of his face droopy, eye closed. The 
patients mother took him to the ER and the patient was diagnosed with Bells Palsy. The patient 
was prescribed from the hospital valacyclovir 1gram and prednisone taper. The patient did not 
have any reactions to the first dose in the vaccine series. 


Emergency Medicine Bell's palsy, swelling Reason for Visit Reason for Visit Swelling Pt states 
having 2nd pfizer shot last 7/7 and facial swelling on left side with left eye watering started 7/8 
AM. Pt states lips feel swollen as well. Progress Notes Emergency Medicine A 14 year old male.with 
a chief complaint of Swelling (Pt states having 2nd pfizer shot last 7/7 and facial swelling on left 
side with left eye watering started last 7/8. Pt states lips feel swollen as well. ) History of Present 
Illness: This is a 14-year-old male who presents with his mother complaining of weakness and 
numbness of the left side of his face since yesterday morning. He states that he has difficulty 
closing his left eye as well as sipping from a cup or through a straw. Mother states that he had his 
second Covid vaccine the day prior to the onset of his symptoms. Patient states that his symptoms 
have improved slightly since yesterday. He denies any associated headache or extremity weakness, 
numbness, paralysis, paresthesias, fever, chills or other complaints. 


Bells Palsy started on 7/7/2021 Emergency room diagnosed on 7/8/2021 


Bell's Palsy, facial droop, facial paralysis. Treatment: predniSONE (DELTASONE) 60mg Time course: 
Prescribed for 7 days. Referred to PCP for follow up 


Bells Palsey (right facial dysequilibrium with standing, ambulatoin Headache, cervical trigger points 


On 6/23/21, I thought I was having vertigo or a stroke, I was completely shaky, spinning, almost 
pass out feeling. It lasted 10min. My equilibrium was off all day after, I had four days of severe 
headaches, my right ear bothered me and had a slight loss of taste. By Sunday 6/27/21 I had to 
go to urgent care as the right side of my face was not moving and my speech was slurring. They 
diagnosed me with Bells Palsy and asked if I had had the vaccine. I am still dealing with the Bells 
Palsy. 


Symptoms began between shoulder and neck. High sensitivity to noise in the left ear. Discomfort 
behind left ear for 2 days. 3rd day, tongue and lips were numb. 4th day left facial paralysis. Went 
to Urgent Care. Diagnosed with Bells Palsy. 


Bells palsy 


Diagnosed Bell's Palsy 


Expected fever chills headache body aches and fatigue for 2 days. Very sore arm x 3 days. Red and 
hot arm , swollen lymph nodes. On day 5, I awoke with red rash on back of legs and arms and on 
lower back. Started a lip droop on left side. 8 30 am Went to urgent care and diagnosed with 
palsey. Around 930 lip stated to swell quite a bit! BY 11am the whole right side of face began to 
swell. Took benadryl and alieve. Applied ice to face. No breathing issues. Rash, palsey, and face 
swelling gone in 48 hours. Followed up with PCP 1 week later. 


Bell's Palsy that lasted for 28 hours 


COVID19 
BELL'S PALSY |VACCINE | 1464032-1 | Bell's Palsy 


Fn a —Cd_OWs=C“S a a Ee" 
Symptoms ‘Type | Adverse Event Description 
Type 


COVID19 June 10 2021, I got up and I saw that my face was drooping. As the day progressed I saw that it 
BELL'S PALSY | VACCINE | 1464159-1 | WaS even worse so I went to the emergency room. I was diagnosed with Bell?s Palsy. I was 
(COVID19) “~~~ | prescribed steroids and antiviral medicine. It?s been a month and I am still unable to work. I look 
horrible. The pain of my neck head and face were unbearable. 


On 1/9/2021, my son noticed I had symptoms of bells palsy. I had droopy lips and left eye lid was 
also droopy. He rushed me to the ER. At the ER, they did CT scan and found I had a stroke. They 
took me to the OR and tried to do a thrombectomy. They were unsucessful to do a full 
COVID19 thrombectomy . They were able to do a partial thrombectomy. I was kept in ICU for 1 week. My 
BELL'S PALSY | VACCINE | 1464264-1 | left side was paralyzed at that time. After a week, I was discharged to a rehab hospital Sheltering 
(COVID19) Arms and I was there for 2 months. I received physical therapy and occupational therapy. I was 
prescribed a holster monitor and started a new medication called Plavix. I am also to continue 
taking my previous medications prior to the vaccine. Currently, my left hand is fully paralyzed and 
my left leg is partially paralyzed. 
eeusoasr COVID1I9 sona trout closing , chills , high fever, bells palsy , ringinging in right ear , very sensitive to noise, smell 
BELL'S PALSY |VACCINE 1464372-1 S if ’ ’ 
————— | and taste off, dizziness, nauseousness 
(COVID19) 
COVID19 At the end of April my left foot begun having arthrisit like pain. My foot was and still is tingly and I 
BELL'S PALSY |VACCINE | 1464374-1 | EXPeErience sharp shooting pains in my foot. After this began I was diagnosed with Bells Paulsy on 
(COVID19) =o a 3rd after I noticed on May 1st the left side of my face was weak and I could not blink my left 
COVID19 
BELL'S PALSY | VACCINE 1464494-1 Bell's Palsey 
pacsonsr (COVID19) Ea 


COVID19 Patient developed symptoms that appear like Bell's Palsy on May 17, 2021 and reported to the ED 
BELL'S PALSY | VACCINE on May 18, 2021. She was treated with a short course of prednisone and Valtrex. Symptoms 
(COVID19) improved within 2 weeks, but continue to linger about 8 weeks later. 


Bad Headaches at the top of my head started on March 25th. March 30th went to ER with Bells 
COVID19 Palsy, tingling in arms, hands felt dumb and felt strange (almost as though I had frost burn) when 
BELL'S PALSY | VACCINE | 1464635-1 I would run them under water. Also experience excruciating pain the shoulders and hamstrings. 


(COVID19) “~~ | Has a Lyme's test, EKG and CT Scan. All negative. Put me on predisone. Had to get a 2nd 
prescription because was still experiencing a lot of pain. Went for an MRI and had another Lyme's 
test. Everything negative. 


COVID19 
BELL'S PALSY |VACCINE | 1464691-1 | Bells Palsy - followed by Guillain Barre 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1464707-1 | Bell?s palsy left side 
(COVID19) 
COVID19 10 days after shot had Sciatica for a week (Muscle relaxer and pain killer) 15 days after shot got 
BELL'S PALSY | VACCINE | 1464833-1 Bells Palsy lasting 2 days (Anti Viral medicine and Prednisone) 33 days later had tremors and could 
(COVID19) ~~ | barely walk. 38 days hands and feet numb 42 days after shot in hospital with Gillian Barre 
Syndrom 
COVID19 
BELL'S PALSY | VACCINE | 1465586-1 | Diagnosis of Bells Palsy 
(COVID19) 
COVID19 Bell's Palsy occurred on March 27, 2021. Resolved by treatment with valacyclovir 1 gram tablet 
BELL'S PALSY |VACCINE 1465587-1 Jnd prednisone 10 mo tablet í i 
(COVID19) p g 
COVID19 
BELL'S PALSY | VACCINE | 1465975-1 | Bells Palsy symptoms 
(COVID19) 
COVID19 Bells Palsey O2May2021 Low grade fever and fatigue 12May2021 Breathing issues started 
BELL'S PALSY |VACCINE | 1466435-1 | 14May2021 Covid 19 Positive Test 15May2021 Covid related pneumonia 19May21 Hospital 
(COVID19) admitted 19May2021 to 24May2021 Tingling in fingers and toes started 30Jun2021 to present. 


COVID19 
BELL'S PALSY |VACCINE | 1466474-1 | Bell's Palsy 
(COVID19) 


"On 7-3-2021 the client was at a gathering. Friends noted that her left face was drooping and her 
words slurred. She has a history of stroke in the family. She went immediately to ER . Her CT of 
COVID19 the head was normal. Consultation with OSU neurologist on 7-3-21 by teleconference dx Bell's 
BELL'S PALSY |VACCINE | 1466759-1 | palsy. the client has had no improvement of sx. Today she is reporting continued pain in the left 
(COVID19) side of her face that feels like"" a bad sinus infection and toothache at the same time"". Her words 
remain slurred and left side of face paralyzed, Left eye unable to close on own, difficulty 


swallowing." 


COVID19 
BELL'S PALSY | VACCINE | 1466848-1 | Day after was super tired with headache. Almost 2 months after was diagnosed with Bell's Palsy. 
(COVID19) 


6/21/21 Patient was at home this past Saturday afternoon when she first noticed some change 
with her ability to drink from a bottle on the left side of her face. Her husband then noticed her 
inability to close the left eye during her blinking. She contacted the on-call provider who 
recommended presenting to the emergency department for initiation of corticosteroids and 
antiviral medication for suspected Bell's palsy. She was placed on 40 milligrams of prednisone as 
well as 1000 milligram tablets of valacyclovir. Since initiating those medications, she is noted slight 
COVID19 progression in the paralysis of the muscles of the face on the left side. The eye is now not able to 
BELL'S PALSY | VACCINE | 1466904-1 be closed without assistance. She is noticing some dryness and irritation of the left eye. She has 
(COVID19) not had any left upper or lower extremity numbness or weakness. With her noticing some slight 
worsening of symptoms here in the past 24 hours, I will up her corticosteroid dose to 60 milligrams 
for 3 days and then taper her on down with 40 milligrams for 3 days, 20 milligrams for 3 days 
followed by 10 milligrams for 5 days. She will complete the valacyclovir as prescribed. I discussed 
the importance of eye care to prevent corneal injury while she is unable to close her eyelids. 
Recommended eye patch at night as well as aggressive hydration using drops or gels. She does 


have an optometrist and could contact them for any further recommendations or supplies if she 
does not find eee a aa products at her pharmacy. 


Symptoms es VAERS 1D Adverse Event Description 


COVID19 WAS FINE AFTER SHOT, SOAR ARM AND TIRED. IN EARLY MAY NOTICED MY LEFT SIDE OF FACE 
BELL'S PALSY | VACCINE | 1467031-1 WAS NOT ABLE TO MOVE, SEEMED DROOPY. I WAITED TO SEE IF THE SYMPTOMS WOULD GO 
(COVID19) “| AWAY. ON MAY 28, WENT TO ER. MY BLOOD PRESSURE WAS HIGH AND ALSO MY SUGAR WAS 


ALSO HIGH. THEY BELIVED I HAD BELLS PALSY. 


COVID19 — - — 
BELL'S PALSY | VACCINE | 1467163-1 Bell's Palsy June 12th Numbness of my left side of face Medication prescribed Famciclovir 500mg 
(COVID19)| tt” Prednisone 20m Azithromycin 250mg 


On the day after first dose of the vaccine, I started to have nerve pain going down both legs in the 
front, from the groin area down. I also started to have a headache, and my left eye started to 
twitch and turned into Bell Palsy. This lasted for 3 weeks. After the second shot on 5/26/21. Lot 
#EW0187 I had a lot of pain on the area of vaccine on the left arm, and really bad pain under arm 
pit. Also, the night of the 2nd shot I developed a light rash under my breast area/upper stomach. 
By June 4th I had more allergic reaction around my mouth and by June 5th a had hives and rash 
COVID19 all over my face, neck, and my scalp. By June 6th I had severe itching, rash, hives, and started 
BELL'S PALSY | VACCINE | 1468370-1 swelling of my head. By June 7th I was at urgent care as the back of my head and left side was 
(COVID19) ~~ S swollen, I felt like my ear was clogged and my i was in pain and itching. The Urgent Care gave me 
a steroid shot due to severity and prescribed pepcid, and methylprednisolone; on June 8th it 
spread to my check are on top, under breast, hips area, upper butt area; under stomach area. On 
June 14th went to see PCP, still bad rash, got more steroid pills and cream for specific areas; On 
June 16th had bruises all under my stomach from one side to the next. This rash and bruises 
lasted until July 22. On July 22nd started needles and pins on my thumbs, and fingers which i still 


have today that come and go. Also, on June 25th my heart started racing or skipping a beat, that 
comes/goes. 


Bell's Palsy; After the second dose, his arm was sore at the site; Face felt more droopy; Face felt 
more weak; Wrinkles on the right side of his forehead; His speech got messed up and slurry; The 
right side of his face was going numb; Severe headache; This case was received via an unknown 
source (no reference has been entered for a health authority or license partner) on 06-Jul-2021 
and was forwarded to Moderna on 06-Jul-2021. This spontaneous case was reported by an other 
health care professional and describes the occurrence of BELL'S PALSY (Bell's Palsy) and FACIAL 
PARALYSIS (Face felt more droopy) in a 37-year-old male patient who received mRNA-1273 
(Moderna COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious 
events is detailed below. No Medical History information was reported. On 25-Feb-2021, the 
patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage 
form. On 26-Mar-2021, received second dose of mMRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) dosage was changed to 1 dosage form. On 25-Jun-2021, after starting mRNA- 
1273 (Moderna COVID-19 Vaccine), the patient experienced HEADACHE (Severe headache). On 
29-Jun-2021, the patient experienced HYPOAESTHESIA (The right side of his face was going 
numb). On 01-Jul-2021, the patient experienced FACIAL PARALYSIS (Face felt more droopy) 
(seriousness criterion medically significant). 01-Jul-2021, the patient experienced FACIAL PARESIS 
COVID19 (Face felt more weak), SKIN WRINKLING (Wrinkles on the right side of his forehead) and 
BELL'S PALSY | VACCINE | 1469675-1 | DYSARTHRIA (His speech got messed up and slurry). On an unknown date, the patient experienced 
(COVID19) BELL'S PALSY (Bell's Palsy) (seriousness criterion medically significant) and VACCINATION SITE 

PAIN (After the second dose, his arm was sore at the site). The patient was treated with 
NORTRIPTYLINE for Headache, at a dose of 30 milligram once a day; PREDNISONE at a dose of 50 
milligram once a day and VALACICLOVIR HYDROCHLORIDE (VALTREX) at a dose of 1000 milligram 
three times a day. At the time of the report, BELL'S PALSY (Bell's Palsy), FACIAL PARALYSIS (Face 
felt more droopy), HYPOAESTHESIA (The right side of his face was going numb), SKIN WRINKLING 
(Wrinkles on the right side of his forehead), DYSARTHRIA (His speech got messed up and slurry) 
and HEADACHE (Severe headache) outcome was unknown, FACIAL PARESIS (Face felt more weak) 
had not resolved and VACCINATION SITE PAIN (After the second dose, his arm was sore at the 
site) had resolved. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did 
not provide any causality assessments. No relevant concomitant medications reported. Patient 
underwent tests such as the EKG, chest X-RAY and results were not reported and also received a 
neurology consultation. Patient was discharged from the hospital at 2:15AM in the morning. 


Limited information regarding the events has been provided at this time and is insufficient for 
causality assessment. This case was linked to MOD-2021-249536 (Patient Link).; Sender's 
Comments: Limited information regarding the events has been provided at this time and is 
insufficient for causality assessment. 


Patient had Bell's Palsy; This case was received via an unknown source (no reference has been 
entered for a health authority or license partner) on 08-Jul-2021 and was forwarded to Moderna on 
08-Jul-2021. This spontaneous case was reported by an other health care professional and 
describes the occurrence of BELL'S PALSY (Patient had Bell's Palsy) in a 43-year-old male patient 
who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. unknown) for COVID-19 
vaccination. No Medical History information was reported. On 17-Apr-2021, the patient received 

COVID19 first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 15-May- 

BELL'S PALSY | VACCINE | 1469688-1 2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage 

(COVID19) ~~~ | was changed to 1 dosage form. On 18-May-2021, the patient experienced BELL'S PALSY (Patient 
had Bell's Palsy) (Seriousness criterion medically significant). At the time of the report, BELL'S 
PALSY (Patient had Bell's Palsy) outcome was unknown. For mRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular), the reporter did not provide any causality assessments. Patient was on 
oral medications to relieve the symptoms. She denied to provide the name of drug. Company 


Comment : Very limited information regarding the events has been provided at this time. Further 
information is expected.; Sender's Comments: Very limited information regarding the events has 
been provided at this time. Further information is expected. 


COVID19 
BELL'S PALSY | VACCINE | 1470438-1 | started as a ear ache on left side went to urgent care and sent him to the hospital 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1470595-1 Bell's Palsy 
(COVID19) 


COVID19 ' : ‘ a . ; 
BELL'S PALSY | VACCINE | 1470610-1 Bell's, Palsy, Treatment with steroid pack and anti viral pills Loss of muscle control left side of face 
(COVID19) ~~~ | symptoms began 6/16/2021 , no previous history of Bell's palsy 


Symptoms aot VAERS 1D Adverse Event Description 


the client receives allergy shots every 2 weeks. On 5-21-21 he received his first moderna vaccine 
COVID19 with no problem. He received an allergy shot on 6-15-2021. On 6-16-2021, he experienced 
BELL'S PALSY | VACCINE | 1470617-1 tingling on the left side of the tongue. His symptoms increased to being unable to smile on the left, 
(COVID19) ~—~—~~-—~ | unable to control blinking on the left. On 6-18-21 he went to Urgent Care and was diagnosed with 
Bell's Palsy and started on prednisone for 16 days. He reports that his symptoms subsided in 2 


weeks before completing the prednisone. 


COVID19 
BELL'S PALSY | VACCINE | 1471309-1 | Bells Palsey 
(COVID19) 


Within 3 days I started having, what I thought, was allergies to the weather. On May 31 morning I 
COVID19 noticed my lips going crooked. Immediately rushed to hospital with what they thought was a 
BELL'S PALSY | VACCINE | 1474179-1 | stroke. After 2 days in hospital was diagnosed with bells palsy. I am a healthy person before that 
(COVID19) last shot. I do believe now this was related to the shot especially after speaking with others and 


seeing what is happening with the J and J shot 


COVID19 Patient developed right sided Bell's Palsy. Prescribed.. valACYclovir 1 g oral tablet, one three times 
BELL'S PALSY | VACCINE | 1474418-1 | daily, # 21 predniSONE 20 mg oral tablet, 3 tablets once daily for 7 days, # 21 Patient will follow 

(COVID19) up in clinic in 1 week. 

COVIDIS 3 days after my first vaccine my tongue started to feel like it was burnt. The Sunday after my first 
BELL'S PALSY |VACCINE 1474554-1 get . . : : ae 

(COVID19) vaccination I woke up with the right side of my face was numb and not functioning. 


April 24 rush to ER because of urine retention then april 28 he started with facial paralisis wich the 
COVID19 doctor said it was bellpalsy but 1 week after all that he lost all the strenght on his legs he was 
BELL'S PALSY | VACCINE | 1474694-1 | using Foley cateter sin april 24 thrue may 21 and now he could barely move he has limited balance 
(COVID19) i have to take him out of bed hold him he could not be seat because he feel sever pain on his legs 


an feets and sever cramps and tingling 


COVID19 i : A : : 
BELL'S PALSY |VACCINE | 1474814-1 Bell's Palsy. Facial paralysis on one side. Onset 7/13/2021 Outcome uncertain. Treatment just 
(COVID19) ~~ | started. 


So April 23rd during the day I felt a weird numbness in my tongue on the right side. I thought that 
maybe I burned it or bit it or something similar. Then I went to work that night because I worked 
over nights(it was a very stressful night). About halfway through the night into the early morning 
may be about 3:00 a.m. I started to feel we are numbness on the right side of my face I cannot 
just chalked it up to stress. When I left in the morning if I like it wasn't really moving right, just 
felt a little off. It was about 7:00 a.m. At this point I still thought I was just overly stressed I told 
my husband when I got home and just tried to lay down to relax. I had had a slight ear ache for 
about 3 days but at this point it became more uncomfortable than it had been and my face felt like 
It was getting worse and it really started to worry me. So I decided to go to the walk in at Medical 
group. I saw the nurse practitioner. At this point my face wasn't doing everything it was supposed 
to be doing but it wasn't fully numb yet. She said it could be due to an ear infection so she 
checked my ears but she said that it was weird because it was just slightly red. She wanted to 
transfer me over to the emergency Room is so that I could get a cat scan done. The doctor at the 
ER said that she wouldn't do a cat scan at this point she would just treat the ear infection so there 
was no point in moving me over to the ER. So the nurse practitioner prescribed a couple different 
medications and suggested that I follow up as soon as possible with my primary. Throughout the 

COVID19 rest the day on April 24th ,when I saw the nurse practitioner, my face got progressively worse and 

BELL'S PALSY | VACCINE | 1475420-1 wasn't moving very much closer to the end of the night. By the next day my right side of my face 

(COVID19) ~~ | was not moving at all and that was April 25th. April 26th As soon as possible in the morning I 
called my primary care doctor and they got me in immediately to see her. She was unsure it was 
due to the ear infection and wanted to get more tests done to make sure that something else 
wasn't causing it and it could get worse. In at this point there was pain slightly so I had taken 
some time off from work to get the test done. The tests were an MRI scan and some blood work. 
Then I had a follow up appointment with her right after. With in a couple days after first seeing my 
primary I had so much pain that I couldn't even get out of bed. It hurt to even slightly touch that 
side of my face or neck. They said with it being nerve pain there wasn't much that they could give 
me or do to get that would help it go away. I ended up having about 2 weeks off from work before 
I went back not sure if I was fully ready with of the pain that I was having in my face still was not 
working but I could not afford not to. All the medication and everything that I was on during the 
1st 2 weeks had caused my palpitations to act up so I ended up having to get more tests on top of 
it to make sure that it was not negatively affecting my heart. It's been over 2 months closer to 
almost 3 months and my face is now slightly working not all the way though but it is getting there. 
so not fully recovered. and having to watch my heart rate and thyroid levels (since i had been 
having good levels for two years she was worried it would make it act up or cause a problem with 
the nodules i have on thyroid. ) hopefully I haven't missed any information. Just hoping there is no 
perminent damage or side effects and that after some more time it fully goes away. 


COVID19 
BELL'S PALSY | VACCINE | 1475426-1 | I got Bell?s Palsy, 2 weeks after I received the shot. 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE | 1475649-1 | Bell's palsy 

(COVID19) 

covib 2 Bell?s Palay - given steroid and nerve blocker for pain still suffering diagnosis given after 3 days 
BELL'S PALSY | VACCINE | 1478004-1 |. < ` : i . : 

intense headache with facial droop and paralysis occurring on June 2, 2021 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE | 1478137-1 | Bells Palsy Diagnosed by emergency room 

(COVID19) 

COVID19 Bell's Palsy on the left side of my face. Started with my upper lip on the left side, spread to the left 
BELL'S PALSY | VACCINE | 1478315-1 | side of my mouth the next day, and several hours later I am having trouble trying to close my left 

(COVID19) eye. 


COVID19 11 hours after 2nd dose of Pfizer COVID 19 mRNA vaccine patient developed tingling and 
BELL'S PALSY | VACCINE | 1479623-1 | numbness to R side of face. Persisted another three days which prompted mother to page 
(COVID19) pediatrician. Recommended to be seen in ED 


Symptoms ees VAERS 1D Adverse Event Description 


"GUILLEN BARRE SYNDROME; BELLS PALSY/FACE DROOPING; CHILLS; 
HEADACHES/EXCRUCIATING HEADACHES; FEVER; This spontaneous report was received from a 
consumer and concerned a 55 year old male. The patient's height and weight were not reported. 
The patient's concurrent conditions included drug allergy. Other relevant history included general 
good health and a marathon runner. The patient received covid-19 vaccine ad26.cov2.s 
(suspension for injection, intramuscular, batch number: 1805025, expiry: 09-JUL-2021) dose was 
not reported, administered on 17-MAR-2021 to left arm for prophylactic vaccination. No 
concomitant medications were reported. On 18-MAR-2021, the patient experienced fever, chills and 
headaches. On 14-APR-2021, patient thought he had eaten something that had burned his lip. On 
18-APR-2021, the patient experienced bells palsy/face drooping. His ""lip going numb"" then ""face 
started drooping"". He went to the emergency room. The doctors proceeded with an MRI and ""all 
sorts of bloodwork."" Patient also had ""leg started to have twitching"" and then started to have 
excruciating headaches "", ""back started hurting on around the 22nd or 23rd of April"" and ""his 
legs and feet were numb"" and ""just couldn't get his utensils"", ""body weakness and 
headaches."" He went to a neurologist and had a nerve conducting study and ""it looked like it was 
GBS and chronic inflammatory."" On 27-MAY-2021, Guillen Barre syndrome was diagnosed. 
Treatment medications included: ibuprofen, gabapentin, sodium chloride, paracetamol, naproxen, 
and plasma infusions to help with GBS. At the neurologist, the patient had 5 treatments of plasma. 
He was having reactions with the infusion including ""light headedness or headaches."" He was 
given saline and the doctors told him to ""stay hydrated and also was suggested acetaminophen 
and ibuprofen."" He was also having ""extreme weakness" with the plasma therapy. The 

COVID19 ; DA i peas : oe nie 

BELL'S PALSY |VACCINE | 1481163-1 neurologist was looking into the diagnosis and determined as it ""is a reaction to the vaccine". The 

(COVID19) “~~~ | action taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of Guillen Barre 
syndrome was not reported. The patient recovered from Bells Palsy/face drooping on 23-APR-2021, 
and fever and chills on an unspecified date, and had not recovered from headaches/excruciating 
headaches. This report was serious (Other Medically Important Condition). This case, from the 
same reporter is linked to 20210726629.; Sender's Comments: VO: This spontaneous report 
received from a consumer concerns a 55 year old male, who was noted to have bell's palsy and 
diagnosed with Guillain-Barre syndrome (GBS) 32 and 71 days, respectively, after receiving the 
Janssen Covid-19 vaccine. Patient's height and weight were not reported. The patient's past 
medical/surgical history, concurrent conditions and concomitant medications were not reported. 
Information on smoking history, illicit drug use and alcohol abuse were not provided. Patient has 
drug allergy, unspecified. Patient had fever, chills and headache one day after receiving the 
vaccine. Thirty-two (32) days post vaccine, the patient's face started to droop and was noted to 
have bells palsy. He sought consult at the emergency room and was worked up on. No results 
provided. Patient started experiencing twitching of his legs, excruciating headaches and back 
pains. Later, his legs and feet started to get numb, described as not being able to get his utensils. 
His body started to get weak and he still was experiencing headaches. He went to a neurologist 
and had a nerve conducting study. Seventy-one (71) days after receiving the vaccine, patient was 
diagnosed with Guillain-Barre Syndrome (GBS). Treatment medications included: ibuprofen, 
gabapentin, sodium chloride, paracetamol, naproxen, and plasma infusions. Information regarding 
other potential etiologies was insufficient, and the occurrence of Bells Palsy and GBS could 
represent background incidence of such events in the general population. Considering the temporal 
relationship, the event is assessed to have an indeterminate relationship with vaccination." 


COVID19 
BELL'S PALSY | VACCINE 1481427-1 | Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1481670-1 | Bells Palsy Left Side. Steroids for 14 days. 
(COVID19) 


The very next morning had a severe stabbing headache, the headache subsided some the following 
COVID19 day but was still bothersome. A couple days later developed a pain behind my right eye and the 
BELL'S PALSY | VACCINE | 1481686-1 headache moved to the top middle of my head and was sore to touch. A few days later I woke up 
(COVID19) ~~ | with severe double vision. I had pain in the right side of my neck and in my right temple area. My 
right eye also developed a redness on the lower right side. This all lasted for about 4 weeks. 


Everything seemed to go away at the same time. 


COVID19 
BELL'S PALSY | VACCINE 


ECZEMA (Eczema), HYPOAESTHESIA (Numbness in face), BONE DISORDER (Bone Disorder), PAIN 
(COVID19) BELL'S PALSY (Bell's Palsy), FOOT DEFORMITY (Hammer Toe), NODULE (Painful nodule), ECZEMA 


(Pain), INFLUENZA (flu), SINUSITIS (Sinus infection), PARAESTHESIA (facial paresthesia), NECK 
PAIN (Neck pain), BACK PAIN (Back pain), PSORIASIS (Psoriasis), SKIN BACTERIAL INFECTION 
(Skin bacterial infection), ALLERGIC COUGH (Allergic cough), SEASONAL ALLERGY (Pollen allergy), 
RHINORRHOEA (Runny nose), MUSCULAR DYSTROPHY (Muscular dystrophy), SPONDYLITIS (Back 
(Eczema), HYPOAESTHESIA (Numbness in face), BONE DISORDER (Bone Disorder), PAIN (Pain), 
PARAESTHESIA (facial paresthesia), NECK PAIN (Neck pain), BACK PAIN (Back pain), ALLERGIC 
COUGH (Allergic cough), SEASONAL ALLERGY (Pollen allergy), RHINORRHOEA (Runny nose), 
MUSCULAR DYSTROPHY (Muscular dystrophy), SPONDYLITIS (Back arthritis), TREMOR (Shaking), 


[symptoms | Vaccine |yaersro| adverse Event Description = 
Symptoms [symptoms | Vaccine |yaersro| adverse Event Description = Adverse Event Description 
arthritis), TREMOR (Shaking), SKIN ULCER (Skin ulcer), SENSORY DISTURBANCE (Abnormal 
SKIN ULCER (Skin ulcer) and SENSORY DISTURBANCE (Abnormal physical sensation) had not 


"sore arm; made her sleep for a couple of days; sluggish; weight gain; Hammer Toe; Vaccination 
site nodule; Watering eyes; Painful nodule; Eczema; Numbness in face; Bone Disorder; Pain; flu; 
Sinus infection; facial paresthesia; Neck pain; Back pain; Psoriasis; Skin bacterial infection; 
Allergic cough; Pollen allergy; Runny nose; Muscular dystrophy; Back arthritis; Shaking; Skin 
ulcer; Abnormal physical sensation; Vaccination site pain; made her feel tired; Lupus 
erythematosus; Bell's Palsy; This spontaneous case was reported by a physician and describes the 
occurrence of SYSTEMIC LUPUS ERYTHEMATOSUS (Lupus erythematosus) and BELL'S PALSY (Bell's 
Palsy) in a 54-year-old female patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for 
COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. Co- 
suspect products included non-company products ADALIMUMAB (HUMIRA) injection, solution for 
Psoriatic arthritis, Plaque psoriasis and Rheumatoid arthritis and PREDNISONE for Adverse event. 
The patient's past medical history included Flu in December 2020 and Sinus infection in December 
2020. Concurrent medical conditions included Pollen allergy, Brain inflammation (INFLAMATION 
FROM FLUID ON THE BRAIN (Started 1983)) since 1983, Smoker, Abstains from alcohol, 
Autoimmune disorder, Bell's palsy, Psoriasis (Moderate to severe chronic plaque psoriasis,), 
Muscular dystrophy, Back arthritis, Hammer toe, Eczema, Psoriatic arthritis, Bone disorder and 
Rheumatoid arthritis. Concomitant products included DUPILUMAB (DUPIXENT) for Adverse event. 
In 2019, the patient started ADALIMUMAB (HUMIRA) (Subcutaneous) 40 milligram once a week. 
On 24-Sep-2020, ADALIMUMAB (HUMIRA) (Subcutaneous) dosage was changed to 40 mg once a 
week. On an unknown date, the patient received second dose of mRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) 1 dosage form and PREDNISONE (unknown route) dosage form. In 
February 2021, the patient experienced BELL'S PALSY (Bell's Palsy) (seriousness criterion medically 
significant). On an unknown date, the patient experienced SYSTEMIC LUPUS ERYTHEMATOSUS 
(Lupus erythematosus) (seriousness criterion medically significant), PAIN IN EXTREMITY (sore 
arm), SOMNOLENCE (made her sleep for a couple of days), SLUGGISHNESS (sluggish), WEIGHT 
INCREASED (weight gain), FOOT DEFORMITY (Hammer Toe), VACCINATION SITE NODULE 
physical sensation), VACCINATION SITE PAIN (Vaccination site pain) and FATIGUE (made her feel 

1481708-1 
resolved, PAIN IN EXTREMITY (sore arm), SOMNOLENCE (made her sleep for a couple of days), 


(Vaccination site nodule), LACRIMATION INCREASED (Watering eyes), NODULE (Painful nodule), 
tired). At the time of the report, SYSTEMIC LUPUS ERYTHEMATOSUS (Lupus erythematosus), 
SLUGGISHNESS (sluggish), VACCINATION SITE NODULE (Vaccination site nodule), VACCINATION 
SITE PAIN (Vaccination site pain) and FATIGUE (made her feel tired) had resolved, WEIGHT 
INCREASED (weight gain) outcome was unknown and LACRIMATION INCREASED (Watering eyes), 
INFLUENZA (flu), SINUSITIS (Sinus infection), PSORIASIS (Psoriasis) and SKIN BACTERIAL 
INFECTION (Skin bacterial infection) was resolving. DIAGNOSTIC RESULTS (normal ranges are 
provided in parenthesis if available): On an unknown date, Blood test: lupus (abnormal) Lupus. On 
an unknown date, Weight: weight increased (High) Weight increased. On an unknown date, X-ray: 
lupus (abnormal) Lupus. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the 
reporter did not provide any causality assessments. Concomitant medications reported included 
""slicycity sugar shot"" and an unspecified antibiotic. The patient could not stand being in the air 
conditioning all the time because she was shaking. She gets sores on her head. It dried out her 
scalp so she breaks out with Eczema around the ears top of the crown back and around her 
neckline. It itched and burned. Sometimes felt like something was crawled on her. On 28 Jun 2021, 
she felt very tired. Her dog woke her up at 5.30 AM and she was unable to go back to sleep. 
Patient agreed to have physician contacted. No treatment information was reported. Based on the 
current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded. Some individuals develop 
autoimmune diseases following vaccines such as Lupus erythematosus. Vaccination site pain and 
fatigue are consistent with the product known safety profile This case was linked to US- 
MODERNATX, INC.-MOD-2021-104950 (E2B Linked Report). This case was linked to MOD-2021- 
104950 (Patient Link). Most recent FOLLOW-UP information incorporated above includes: On 09- 
Jul-2021: Follow-up received on 09 JUL 2021 included Additional adverse events were added- 
Shaking, Skin Ulcer, Tiredness and Abnormal physical sensation.; Sender's Comments: Based on 
the current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded. Some individuals develop 
autoimmune diseases following vaccines such as Lupus erythematosus. Vaccination site pain and 


fatigue are consistent with the product known safety profile. US-MODERNATX, INC.-MOD-2021- 
104950:Same patient, 1st dose" 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy; Patient received his first Pfizer of vaccine on 26Feb2021, follow up on 28Jun2021 to 
see if the patient should get the 2nd vaccine; This is a spontaneous report from a contactable 
Other HCP via Medical Information Team. A 69-year-old male patient received BNT162b2 (PFIZER 
BIONTECH COVID-19 mRNA VACCINE, Solution for injection, Lot number- UNKNOWN) via an 
unspecified route of administration as dose number unknown single (at the age of 69-years-old) 
for COVID-19 immunization. Patient medical history and concomitant medications were not 
reported. Historical vaccine included BNT162b2 (PFIZER BIONTECH COVID-19 mRNA VACCINE, 
Solution for injection, Lot number- EN6202) intramuscularly in left arm on 26Feb2021 17:45 as 
dose 1, single for COVID-19 immunization. Patient experienced facial muscle weakness and Bells 
COVID19 Palsy after the first dose of vaccination. Reporter stated she was calling from a physician office on 
ELL'S PALSY | VACCINE | 1483040-1 | behalf of a patient who had an adverse reaction to the vaccine. She stated she was calling to follow 
(COVID19) up as they have not heard back and neither has the patient. She stated that they received it 
19Mar2021 and filled it out shortly after that and faxed it. States she is not sure if this was called 
in and reported or by who. States it was before she started working there and she first saw this 
when the form came to fill out regarding this. She was a medical assistant. She was calling on 
behalf of a patient who received his first Pfizer Covid vaccine dose on 26Feb2021. On 01Mar2021, 
his MDs office for side effects and was diagnosed with Bells Palsy. She stated patient reported this 
to DSU at that time but did not receive a follow up call. She wanted to know if the patient is ok to 


receive his second dose of the Pfizer vaccine. Unable to obtain patients age because she 
disconnected during hold while agent was researching information. The outcome of the event was 


unknown. Information on the lot/batch number has been requested. 


B ' 
6/23 I started feeling like my equilibrium was off. Pain in my ear. I had severe headaches for 4 
days and developed Bells Palsy on 6/26.; 6/23 I started feeling like my equilibrium was off. Pain in 
my ear. I had severe headaches for 4 days and developed Bells Palsy on 6/26.; 6/23 I started 
feeling like my equilibrium was off. Pain in my ear. I had severe headaches for 4 days and 
developed Bells Palsy on 6/26.; 6/23 I started feeling like my equilibrium was off. Pain in my ear. I 
had severe headaches for 4 days and developed Bells Palsy on 6/26.; This is a spontaneous report 
from a contactable consumer. This 52-years old female consumer (patient) reported for herself 
that she received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; Solution for 
injection; Lot number: 0757620) via an unspecified route of administration on an unknown date in 
Jun2021 (at 52-year-old) in right arm as dose 2, single for COVID-19 immunization. The patients 

COVID19 medical history and concomitant medications were not reported. It was mentioned that the patient 

BELL'S PALSY | VACCINE | 1483098-1 did not receive any other vaccines within 4 weeks prior to the COVID vaccine. The medications the 

(COVID19) ae patient received within 2 weeks of vaccination were reported as none. The patient was not 
diagnosed with COVID-19 prior to vaccination and had not been tested for covid-19 since the 
vaccination. The patient previously took psyllium husk powder, first dose of BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE; Solution for injection; Lot number: 0757620) via an unspecified 
route of administration on an unknown date in 23May2021 at 03:30 PM (at 52-year-old) in right 
arm as dose 1, single for COVID-19 immunization. On 23Jun2021 the patient felt like her 
equilibrium was off, she had pain in her ear, had severe headaches for 4 days and developed Bells 
Palsy on 26Jun2021. Therapeutic measures were taken with prednisone and valacyclovir. The 
patient had required emergency room visit. On 27Jun2021 the headaches recovered. The events of 


headache, pain in her ear and equilibrium was off had not recovered. The device date was 
29Jun2021. Follow-Up (01Jul2021): Follow-up attempts were completed. No further information 
was expected. 


When right to ER with stroke like symptoms; Was diagnosed with BELLS PALSY/Paralysis are on my 
left side/mouth twisted; headache; sleep more; This is a spontaneous report from a contactable 
consumer (patient) reported for herself. This 58-year-old female patient received bnti62b2 
(BNT162B2), dose 1 via an unspecified route of administration, administered in right arm on 
16Mar2021 15:45 (Batch/Lot number was not reported) as DOSE 1, SINGLE for COVID-19 
immunisation. Medical history included Heart Disease, sleep apthy, swelling in left leg and ankle. 
No known allergies. Concomitant medications included patient took other medications (unspecified) 
in two weeks. For Adverse events the patient reported as follows: It all began 10 as after her 1st 
of 2 vaccines. The Pfizer. She went to work for 2hrs. At 6pm she picked her daughter up and she 
COVID19 asked why was your mouth twisted. She had not noticed any difference but called the 24hr nurse. 
BELL'S PALSY |VACCINE | 1483246-1 | When right to ER with stroke like symptoms. Had a headache that started a few days before and 
(COVID19) would not go away. She was diagnosed with BELLS PALSY. Paralysis were on her left side. Her left 
eye had to have eyes every few hrs, she slept more. She was not able to work since this had 
happen and this was the 3rd month. Eyes were still affected, still headaches and eating or chewing 
food, or drinking was difficult. The start date of events was 26Mar2021 06:30 PM. Events were 
resulted in Doctor or other healthcare professional office/clinic visit, Emergency room/department 
or urgent care. Events stroke like symptoms and bells palsy were Life threatening illness 
(immediate risk of death from the event), Disability or permanent damage. Treatment received 


included steroids for 7 days, (6) pills daily at one time. The outcome of events was not recovered. 
Patient did not have COVID prior vaccination, and did not have COVID tested post vaccination. 
Information on the lot/batch number has been requested. 


Symptoms ees VAERS 1D Adverse Event Description 


it was cranial nerve 7 and 8 swelling; it was cranial nerve 7 and 8 swelling; Couldn't close left eye; 
Lost 40 percent of left ear hearing; 35 percent of left eye was blurry; Had dry eye; Bell's Palsy; 
Ringing in the left ear; This is a spontaneous report from a contactable consumer or other non hcp. 
A 34-years-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, 
Formulation: Solution for injection), dose 2 intramuscular, administered in Deltoid Left on 
18Jun2021 14:30 (at the age of 34 years old) (Batch/Lot Number: EW0181; Expiration Date: 
Aug2021) as single dose for COVID-19 immunisation. The patient medical history and concomitant 
medications were not reported. Previously the patient received bnt162b2 (PFIZER-BIONTECH 
COVID-19 mRNA VACCINE, Formulation: Solution for injection), dose 1 intramuscular, 
administered in Deltoid Left on 28May2021 14:30 (Batch/Lot Number: EW0176; Expiration Date: 
Aug2021) as single dose for COVID-19 immunisation and did not have any problems with the first 
shot, received Flu vaccine for immunization and was fine. On 19Jun2021, the patient experienced 
bell's palsy, ringing in the left ear, couldn't close left eye, lost 40 percent of left ear hearing and 35 
percent of left eye was blurry, had dry eye. On 25Jun2021, experienced cranial nerve 7 and 8 
swelling. Caller stated his wife had not started with a primary physician. She just had a baby and 
had a gynecologist. They moved in the last 3 years. Caller mentioned that his wife had an ENT that 
COVID19 she was seeing for the Bell's Palsy. Caller stated that his wife was taking medicine. It was 20 
BELL'S PALSY | VACCINE | 1483501-1 | percent improved. It started ringing in the left ear. Caller's wife stated that it was cranial nerve 7 
(COVID19) and 8 swelling. Caller stated that his wife was taking steroids and she was on 2 medications. 
Caller's wife provided medications as Valacyclovir for viral infection and the steroid Prednisone. 
Caller stated that his wife was healthy. She normally did not get to the doctor. She delivered a 
baby recently. Caller said that his wife's doctor recommended that she go to an eye doctor. She 
couldn't close her left eye. She was using surgical tape at nighttime because it would be very dry 
and eye gel and eye drops at night. She lost 40 percent of her left ear hearing. 35 percent of her 
left eye was blurry. She had dry eye. She could not close the eye. Caller stated that these 
symptoms started 19Jun2021. He initially stated he thought these symptoms as of yesterday was 
the same. However, later stated there is improvement there. There is improvement with the eye. 
He further explained she cannot tell with the left ear ringing. It is on and off. Yesterday his wife 
went to the doctor. The nerve was still the same, but the doctor said that it would take time to 
heal. The adverse events required a visit to physician office but not required to visit emergency 
room. No prior Vaccinations within 4 weeks. The patient underwent lab tests and procedures which 
included magnetic resonance imaging head abnormal: swelling nerve 7 and 8, no tumors on 


25Jun2021. Therapeutic measures were taken as a result of ringing in the left ear, cranial nerve 7 
and 8 swelling. The outcome of the events was unknown. Information on Lot/Batch number was 
available. Additional information has been requested. 


Bell's palsy; Sore throat; This is a spontaneous report from a contactable Physician. A 13-year-old 
female patient received first dose of BNT162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, 
Solution for injection; Lot number: LSW0196) via an unspecified route of administration on 
05Jul2020 (at the age of 13-year-old) as single dose for COVID-19 immunisation. The patient's 
medical history, concomitant medications or past drug history were not reported. On 10Jul2020 
(Saturday), the patient experienced sore throat and on 11Jul2020, patient experienced numbness 
of face on Sunday and was diagnosed with Bell's palsy. The patient was started on unspecified 
COVID19 steroids as treatment medication after Bell's palsy diagnosis. The parent still wants child to receive 
BELL'S PALSY |VACCINE | 1483636-1 | second dose of vaccine and asked if this was okay. The outcome of the events was unknown.; 
(COVID19) Sender's Comments: Based on the available information, there is a reasonable possibility of a 
causal relationship between the suspect vaccine BNT162B2 (COMIRNATY) and reported event Bell's 
Palsy cannot be fully assessed/excluded. The case will be reassessed if additional information 
becomes available. The impact of this report on the benefit/risk profile of the Pfizer product is 
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 


aggregate data for adverse events. Any safety concern identified as part of this review, as well as 
any appropriate action in response, will be promptly notified to regulatory authorities, Ethics 
Committees, and Investigators, as appropriate. 


COVID19 : ee : : 
BELL'S PALSY | VACCINE | 1483826-1 Began with earache 30 days after second vaccination and subsequent blisters at ear and chin.. 
(COVID19) ————~—— | Diagnosed with shingles and left side facial palsy (Bell's Palsy). 


COVID19 I woke up on June 4 to the right side of my face being paralyzed. I went to the ED to be told it was 
BELL'S PALSY | VACCINE | 1484449-1 | Bell?s Palsy. A coworker?s Priest also had the Pfizer vaccine in March and got Bell?s Palsy around 
(COVID19) the same time I did. 


Continuation from hospitalization in February Follow up testing was completed because of trouble 
COVID19 swallowing A swallowing test was completed I failed the swallowing test I was referred to a GI 
BELL'S PALSY |VACCINE | 1484462-1 | specialist after hospitalization at a Hospital in February and they ran CT scans from chest and neck 
(COVID19) and granuloma was discovered accidentally Hyperglycemia was diagnosed by the hospital after 


bloodwork was completed Bells Palsy was discovered by both my PCP and the Hospital 


COVID19 

BELL'S PALSY |VACCINE | 1484545-1 | Bell?s palsy 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 1484831-1 | Bell's Palsy 
(COVID19) 


1st dose 01/02/21 pfizer,_Lot#ELO142 2nd dose: 01/23/21,Pfizer,_Lot# EL9262 Diagnosed with Bell's 
COVID19 palsy on 6/30/21; patient believes this is related to the Pfizer COVID vaccine, which she received 
BELL'S PALSY | VACCINE | 1484915-1 | °" 1/2/21 and 1/23/21, reports she developed right-sided facial droop. She was evaluated at ED, 
(COVID19) ~~~ | reassured, prescribed oral steroid and anti-viral medication. states her symptoms are improving; 
she is still experiencing some dryness in her R eye for which she has been prescribed moisturizing 


eye drops. 


Possible Bell's palsy To whom it may concern: I am an ED physician, I saw this patient for what 
COVID19 appears to be Bell's palsy. He had his pfizer covid vaccine 1 week ago, and sx started a few days 
BELL'S PALSY | VACCINE | 1485637-1 after that. He does not recall when he had the vaccine exactly and could only give estimate dates. 
(COVID19) ~~ | He also did not recall the location he got the vaccine when I saw him in the ED. Further 
information should be obtained through him as I only know the limited information he had 
provided me. 


COVID19 
BELL'S PALSY |VACCINE | 1485846-1 | Bell Palsy 
(COVID19) 


Symptoms e VAERS 1D Adverse Event Description 
ype 
count Bell?s palsy Steroids and antiviral, eye drops gel eye patch eye mask Missing work to recover. Eyes 
ELL'S PALSY | VACCINE 1486065-1 > ce 4 ; : 
(COVID19) are functioning properly or mouth. Ears and cheek bones hurts . Massive headaches 


B 
On Friday I was dianogosed with Bell's Palsy.; On Thursday night i started showing signs of a full- 
blown stroke; June 22nd I started having issues with my eye. It would look like it was cloudly and 
I couldn't blink.; June 22nd I started having issues with my eye. It would look like it was cloudly 
and I couldn't blink.; This is a spontaneous report from a contactable consumer or other non 
hcp(patient). A 34-years-old male patient received bnt162b2 (Pfizer covid vaccine, formulation: 
solution for injection, tch/Lot Number: EW0185), via an unspecified route of administration, 
administered in Arm Right on 11Jun2021 12:00 (at the of 34-years-old) as DOSE 2, SINGLE for 
covid-19 immunisation. The patient medical history and concomitant medications were not 
COVID19 reported. Prior to the vaccination the patient was not diagnosed with covid. The patient had no 
BELL'S PALSY |VACCINE | 1486315-1 | allergies. Since the vaccination, the patient had not been tested for covid 19. The patient 
(COVID19) previously took BNT162B2(Pfizer covid vaccine, formulation: solution for injection, lot 
number=EW0168) via unspecified route of administration, administered in Arm right on 
19May2021 12:00 as DOSE1, SINGLE for covid 19 immunisation. On 22Jun2021 at 19:00, the 
patient experienced having issues with his eye. It would look like it was cloudly and he could not 
blink and eye disorder. On 23Jun2021 , Wednesday, the patient experienced issue with his eye and 
got worse. On 24Jun2021 Thursday night, the patient started showing signs of a full-blown stroke. 


On 25Jun2021 Friday, patient was diagnosed with bell's palsy and on Wednesday the issue with 
eye got worse. The outcome of the events was not recovered. Follow-Up (09Jul2021): Follow-up 


attempts are completed. No further information is expected. 


My son woke up on thursday 01Jul2021 the day after he received the 2nd dose of the covid 19 
vaccine with partial facial paralysis and was diagnosed with bells palsy; My son woke up on 
thursday 01Jul2021 the day after he received the 2nd dose of the covid 19 vaccine with partial 
facial paralysis and was diagnosed with bells palsy; This is a spontaneous report from a 
contactable consumer or other non hcp. A 14-year-old male patient received second dose of 
BNT162b2 (CONMINTARY, Solution for injection, Lot No: EW0196), via an unspecified route of 
administration, administered in Arm Left on 30Jun2021 17:45 (at the age of 14-year-old), as 2nd 
dose single for COVID-19 immunization (Administered at Pharmacy or Drug Store). The patient's 
medical history and concomitant medications were not reported. Historical vaccine included first 

COVID19 dose of BNT162B2(CONMINTARY, Solution for injection, Lot No: EW0191), via Left arm on 

BELL'S PALSY | VACCINE | 1486325-1 23May2021, 01:00 PM (at the age of 14-year-old), for 1st dose, single for COVID-19 

(COVID19) a immunization. The patient did not receive any other vaccines within 4 weeks prior to the COVID 
vaccine. Patient had no known allergies. No other medical history was reported. Patient did not 
receive any other medications within 2 weeks of vaccination. Prior to vaccination, patient was not 
diagnosed with COVID-19. Since the vaccination, the patient had not been tested for COVID-19. 
The reporter stated that their son woke up on Thursday 01Jul2021 the day after he received the 
2nd dose of the covid 19 vaccine with partial facial paralysis and was diagnosed with bell's palsy. 
Events resulted in Doctor or other healthcare professional office/clinic visit and Emergency 


room/department or urgent care. Therapeutic measures were taken as a result of facial paralysis 
and bell's palsy. Treatment received included prednisolone. No seriousness criteria was reported. 
Outcome of the events was not recovered at the time of reporting. Device Date was 09Jul2021. No 
follow-up attempts needed. No further information expected. 


I came down with Bells Palsy and went to the ER; This is a spontaneous report from a contactable 
consumer (patient). A female patient of an unspecified age received BNT162B2 (PFIZER-BIONTECH 
COVID-19 mRNA VACCINE, Formulation: Solution for injection, Lot Number: not reported), dose 1 
via an unspecified route of administration on 04Jan2021, as single dose for COVID-19 

COVID19 immunisation. The patient medical history and concomitant medications were not reported. After 

BELL'S PALSY | VACCINE | 1486364-1 | three days of first shot (on 07Jan2021), the patient came down with Bells Palsy and went to the 

(COVID19) emergency room. The two doctors had advised that it was a reaction from the shot. She was 
advised not to get the second shot because of this occurrence. Patient stated If she were to get the 
second shot what was the likely hood she would get the bells palsy again or something else. 


Something in the vaccine her body did not like. Outcome of the events was unknown. Information 
on lot /batch number has been requested. 


BELL'S PALSY PEPR 1486781-1 After 2 weeks and three days of the first shot developed systems of Bells Palsy. Did not recognize 
(COVID19) “~~ | symptoms until after second shot. 


I had a severe outbreak of Bells Palsy. Went to Hospital on 6/3/21 at 11 pm. Stroke symptoms 
diagnosed severe Bells Palsy. I was there for 8 hours in the emergency room. Very ill, severe left 
COVID19 facial droop, blind in the left eye, unable to close left eye. Extreme pain in the left gluteal area, 
BELL'S PALSY | VACCINE | 1487261-1 | slurred speech. I have seen 7 MD,s since then. Have had a complete neuroscience exam, 
(COVID19) cardiology exam, MRI and MRA of brain and carotid arteries. Extensive blood work. The aortic 
exam was thoracic and abdominal. I still have a left eye unable to close or focus clearly. Saw eye 


Dr, specialist X2 yesterday also. Facial numbness. 


It started with headaches, they got worse and then I woke up one day with Bell's palsy, that was 
on July 7, 2021. I already had an appointment set up for the 8th of July so my doctor checked me 
COVID19 out then. My doctor gave me prednisone for five days and told me if anything got worse, to go to 
BELL'S PALSY |VACCINE | 1487353-1 | the ER. I ended up in the ER on 7/13/2021 because of the migraines and they did a CT scan and 
(COVID19) everything came back normal so they told me to follow up with my PCP so I am seeing her on July 
22, 2021. I also had a miscarriage, I was to deliver on September 24, 2021. I was 17 weeks 


pregnant when I received my second dose of the vaccine. I have miscarried before as well. 


COVID19 
BELL'S PALSY |VACCINE | 1487443-1 | BELLS PALSY PER MD 
(COVID19) 


COVID19 Bell?s Palsy started the following Sunday on right side. Still has on right and this last Saturday has 
BELL'S PALSY | VACCINE | 1487991-1 | become bilateral. She was seen at ER for confirmation and this weekend had a CT/MRI and Spinal 


(COVID19) tap. They initially said it was guillain barre but they now think it's just B/L Bells 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy; right arm developed red rash which was described as 2 &1/2 inch swollen; Achy 
painful to touch; Heaviness; headache on her left side; left side of the face was achy; Patient's 
right arm developed red rash which was described as 2&1/2 inch swollen,achy,painful to touc/Red 
raised rash; Warm and painful; Itches; Right arm was sore; Fatigue/tiredness; Headache; Chills; 
Joint aches/aches in all joints; Feels like muscle ache/aches in all joints and muscle; sluggish; This 
spontaneous case was reported by a consumer (subsequently medically confirmed) and describes 
the occurrence of BELL'S PALSY (Bell's Palsy) in a 67-year-old female patient who received mRNA- 
1273 (Moderna COVID-19 Vaccine) (batch no. 024M20A) for COVID-19 vaccination. The 
occurrence of additional non-serious events is detailed below. Concurrent medical conditions 
included Penicillin allergy (Allergies include penicillin and IV chemo (unsure if it was mixed).) and 
Drug hypersensitivity (Allergies include penicillin and IV chemo (unsure if it was mixed).). 
Concomitant products included ZOLEDRONIC ACID MONOHYDRATE (ZOMETA) for Cancer. On 19- 
Feb-2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) 1 dosage form. On 19-Feb-2021, the patient experienced FATIGUE 
(Fatigue/tiredness), HEADACHE (Headache), CHILLS (Chills), ARTHRALGIA (Joint aches/aches in all 
joints) and MYALGIA (Feels like muscle ache/aches in all joints and muscle). On 28-Feb-2021, the 
patient experienced RASH ERYTHEMATOUS (Patient's right arm developed red rash which was 
described as 2&1/2 inch swollen,achy,painful to touc/Red raised rash), VACCINATION SITE 
WARMTH (Warm and painful), VACCINATION SITE PAIN (Right arm was sore) and VACCINATION 
SITE PRURITUS (Itches). On 02-Mar-2021, the patient experienced FACIAL PAIN (left side of the 
face was achy) and HEADACHE (headache on her left side). On an unknown date, the patient 
experienced BELL'S PALSY (Bell's Palsy) (seriousness criterion medically significant), 
SLUGGISHNESS (sluggish), PAIN (Achy painful to touch), DISCOMFORT (Heaviness) and 

COVID19 INJECTION SITE SWELLING (right arm developed red rash which was described as 2 &1/2 inch 

LL'S PALSY | VACCINE | 1489580-1 | swollen). At the time of the report, BELL'S PALSY (Bell's Palsy), VACCINATION SITE WARMTH 

(COVID19) (Warm and painful), FACIAL PAIN (left side of the face was achy), SLUGGISHNESS (sluggish), PAIN 
(Achy painful to touch), DISCOMFORT (Heaviness), VACCINATION SITE PAIN (Right arm was sore), 
INJECTION SITE SWELLING (right arm developed red rash which was described as 2 &1/2 inch 
swollen), VACCINATION SITE PRURITUS (Itches), MYALGIA (Feels like muscle ache/aches in all 
joints and muscle) and HEADACHE (headache on her left side) outcome was unknown and RASH 
ERYTHEMATOUS (Patient's right arm developed red rash which was described as 2&1/2 inch 
swollen,achy,painful to touc/Red raised rash), FATIGUE (Fatigue/tiredness), HEADACHE 
(Headache), CHILLS (Chills) and ARTHRALGIA (Joint aches/aches in all joints) had resolved. The 
action taken with MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. After 
one week of vaccination, the patient developed a red rash that was 2.5 in, swollen, achy and 
painful to touch. After 6 days the rash got bigger and faded and then finally resolved. On 02-Mar- 
2021, the patient stated that she felt sluggish and tired for 6 weeks. Patient reported visiting her 
doctor who ordered a brain and sinus scan. The patient reported that the doctor suspected Bell's 
Palsy due to the vaccination and advised her not to get the 2nd dose. The patient was not given 
any prescription for treatment medications and reported that she did not take any medications. For 
MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any 
causality assessments. Company Comment Based on the current available information and 
temporal association between the use of the product, and the start date of the events, a causal 


relationship cannot be excluded. Most recent FOLLOW-UP information incorporated above includes: 
On 09-Jul-2021: Follow up received on 09-Jul-2021 was significant and diagnostic tests, 
concomitant medication, additional events, outcome of events and case upgraded to serious 
(event: Bell's palsy).; Sender's Comments: Based on the current available information and 
temporal association between the use of the product, and the start date of the events, a causal 
relationship cannot be excluded. 


BE 
bell's palsy; face was tilted; she felt a little off balance; metal taste; Taste bud changed; This 
spontaneous case was reported by a consumer and describes the occurrence of BELL'S PALSY 
(bell's palsy) in a 62-year-old female patient who received MRNA-1273 (Moderna COVID-19 
Vaccine) (batch nos. 009021A and 028A21A) for COVID-19 vaccination. The occurrence of 
additional non-serious events is detailed below. The patient's past medical history included 
Mastectomy bilateral. Concurrent medical conditions included Lupus erythematosus and Blood 
pressure high. Concomitant products included ANASTROZOLE and HYDROXYCHLOROQUINE 
SULFATE (PLAQUENIL [HYDROXYCHLOROQUINE SULFATE]) for an unknown indication. On 02-Apr- 
2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 
1 dosage form. On 30-Apr-2021, received second dose of mMRNA-1273 (Moderna COVID-19 

COVID19 Vaccine) (unknown route) dosage was changed to 1 dosage form. On 02-Jul-2021, the patient 
BELL'S PALSY | VACCINE | 1489613-1 | experienced BALANCE DISORDER (she felt a little off balance), DYSGEUSIA (metal taste) and 
(COVID19) TASTE DISORDER (Taste bud changed). On 04-Jul-2021, the patient experienced FACIAL 

DISCOMFORT (face was tilted). On 06-Jul-2021, the patient experienced BELL'S PALSY (bell's 
palsy) (Seriousness criterion medically significant). The patient was treated with ANTIVIRALS at an 
unspecified dose and frequency. At the time of the report, BELL'S PALSY (bell's palsy), BALANCE 
DISORDER (she felt a little off balance), DYSGEUSIA (metal taste), TASTE DISORDER (Taste bud 
changed) and FACIAL DISCOMFORT (face was tilted) outcome was unknown. Company comment: 
Based on the current available information and temporal association between the use of the 

BE 


product, and the start date of the events, a causal relationship cannot be excluded. This case was 
linked to MOD-2021-258142 (Patient Link).; Sender's Comments: Based on the current available 
information and temporal association between the use of the product, and the start date of the 
events, a causal relationship cannot be excluded. 


COVID19 
LL'S PALSY | VACCINE | 1490264-1 | Bells Palsy- drooping lip and eye on left side. 
(COVID19) 


26 hours after the shot I developed a fever of 102+. Fever was gone the next morning. On the 
13th day (05/24/21) after receiving the vaccine I had significant pain on the left side of my face, 
head and neck. By 7pm that day the left side of my lip was numb. I went to the hospital about an 
hour later where they conducted tests to rule out a stroke as my blood pressure was extremely 
COVID19 high. No signs of stroke showed in the MRI scan. Nausea hit that night. On the morning of 5/26/21 
BELL'S PALSY | VACCINE | 1490328-1 I returned to the same hospital because my face was numb and I was still in a lot of pain and was 
(COVID19) still nauseous, unable to eat or drink anything. Another doctor ran another MRI focusing on 
different nerves in my face and neck and she consulted with the on call neurologist who concurred 
that my symptoms were consistent with Bell's Palsy. The nausea finally disappeared 5/27/21 but 
the pain continued for about a month. As of today I still have no movement in the left side of my 


face. It is difficult to speak clearly, eat certain foods, and drink fluids without spilling from the left 
side of my mouth. 


Symptoms ie [symptoms | Vaccine |yaersro| adverse Event Description = Adverse Event Description 


COVID19 severe swelling and paint at injection site the size of a tennis ball, numbness on right side of scalp- 
BELL'S PALSY | VACCINE | 1490345-1 pins and needles feeling, had trouble moving left hand and could not grip with left hand on 
(COVID19) 7/19/21 pt started having numbness in right side of head went to urgent care had ct scan and was 
diagnosed with bells palsy and pt will see a neurologist 


COVID19 
BELL'S PALSY | VACCINE | 1490428-1 | Became diagnosed with Bells palsy, affected on Left side. 

(COVID19) 

COVID19 Bells Palsey in the left side of the face. Lasted approximately 2 weeks and still have numbness in 
BELL'S PALSY |VACCINE | 1490745-1 | my tongue. Prescribed prednisone 60mg for 7 days. Also experienced extremely swollen lymph 

(COVID19) nodes in my left neck for approximately 4 days. 

COVID19 After receiving the vaccine, I was really tired and had common vaccine symptoms. I had developed 
BELL'S PALSY |VACCINE | 1490904-1 | bell's palsy. I did a telephone call with the doctor. The doctor prescribed me a steroid for it. I used 

(COVID19) over the counter lubricated eye drops to help with it as well. 


COVID19 Started with metallic taste in my mouth when eating food, then progressed to any liquid tasting 
BELL'S PALSY | VACCINE | 1492068-1 | salty. Two days after Metallic taste left side of face and moth went numb. Diagnosis was Bells 
(COVID19) Palsy. 


I got a bell's palsy; I started left cheek completely you know got little paralyzed so on Wednesday I 
got a little severe; This is a spontaneous report from a contactable consumer. This 39-year-old 
male consumer (patient) reported himself that he received BNT162B2 (PFIZER-BIONTECH COVID- 
19 mRNA VACCINE; Solution for injection; Lot number: EW0198) via an unspecified route of 
administration on 02Jul2021 on left arm (at 39-years-old), as dose 1, single for COVID-19 
immunization. The patients medical history was not reported. It was mentioned that patient had no 
COVID19 other medical condition, did not use concomitant medication. On 05Jul2021, after vaccination he 
BELL'S PALSY | VACCINE | 1493227-1 got a bell's palsy after that from Monday onwards, his left cheek completely got little paralyzed so 
(COVID19) on Wednesday he got a little severe and went to the emergency, he went to normal physician first 
and then they send him to the emergency and then he got the CT scan and then they basically 
found him diagnosed with bell's palsy, one of the side effect and currently they have put him on 
the medication which was a steroid. He wanted to report it and at the same time he would like to 
see, what was the assistance that Pfizer was providing. When paraphrased the concern, Consumer 


stated, that he was taking it right now, every day they prescribed me to take this steroid 
Prednisolone, 60 mg, you know for next one week. The outcome of the events was not recovered. 
Follow-up attempts were completed. No further information was expected. 


in 2021, arms were numbing when sleeping was recovered on an unspecified date in Jul2021 and 
the outcome of events mouth was drooping, cold sores was recovering while the outcome of events 
swollen lymph nodes, liver enzymes were abnormally elevated was not recovered. 


Bell's Palsy, L. side (peripheral)-face began to feel different; facial paralysis; ttp of L. face; L. side 
tongue taste is overall poor; endorses dry mouth; L face soreness; inability to fully close L. eye; 
This is a spontaneous report from a contactable physician and consumer. A 25-year-old female 
patient received first dose of bnt162b2 (BNT162B2, Solution for injection, Lot number and 
Expiration date was not reported), via an unspecified route of administration on May2021 as DOSE 
1, SINGLE for covid-19 immunisation. Medical history included vitamin d deficiency and Pet dander 
allergy (possible pet dander allergy. no official allergies on record). The patient concomitant 
medications were not reported. Prior to vaccination, the patient diagnosed with COVID-19 and 
Since the vaccination, has the patient been tested for COVID-19 reported as unknown. The patient 
experienced bell's palsy, |. side (peripheral)-face began to feel different, facial paralysis, l. side 
tongue taste is overall poor, endorses dry mouth, ttp of L. face, | face soreness and inability to fully 
close L. eye on May2021. The patient visits the emergency room and physician office for the 
adverse events. The ED gave patient prednisone 60mg QD 7 days of steroids and valacyclovir to 
COVID19 which she was completed both medications and has experienced little to no improvement denies 
BELL'S PALSY |VACCINE | 1493239-1 | improvement with facial paralysis, just a slight improvement with taste and ability to drink and 
(COVID19) denies recent sick contacts and reports that she almost entirely works from home. The patient 
underwent lab tests and procedures which included physical examination: mouth droop is present 
along L. side, inability to smile along L. side, inability to furrow brow along L. side, slight drop of L. 
eyelid, diminished sensation of L. side of face on an unspecified date in 2021. The outcome of the 
event facial paralysis was not recovered, taste abnormality was recovering while unknown for 
another events. Information on the lot/batch number has been requested.; Sender's Comments: 
As there is limited information in the case provided, the causal association between the events, 
Bell's palsy, Facial Paralysis, and Thrombotic Thrombocytopenic Purpura and the suspect drug 
cannot be excluded. The case will be reassessed once new information is available. The impact of 
this report on the benefit/risk profile of the Pfizer drug is evaluated as part of Pfizer procedures for 
safety evaluation, including the review and analysis of aggregate data for adverse events. Any 


Mouth was drooping; Swollen lymph nodes; Liver enzymes were abnormally elevated; Cold sores; 
Arms were numbing when sleeping; Eyes were burning; This is a spontaneous report from a 
contactable consumer or other non-Health Care Professional. A 45-years-old female patient 
received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Lot number: 
EW0196) via an unspecified route of administration in left arm on 27Jun2021 at 13:00 (at the age 
of 45-years-old) as first dose, single for COVID-19 immunization. Medical history included anemic 
and iron deficiency. There were no concomitant medications. History of all previous immunization 
with the Pfizer vaccine considered as suspect was reported as none. The patient did not receive 
any other vaccines within 4 weeks prior to the COVID vaccine. On an unspecified date in Jun2021, 
the patient experienced eyes were burning at night while sleeping they started burning a few days 
after the vaccine. On 05Jul2021, the patient experienced liver enzymes were abnormally elevated 
and cold sores. On 07Jul2021, the patient experienced swollen lymph nodes. On O8Jul2021, the 

COVID19 

BELL'S PALSY |VACCINE | 1493230-1 patient experienced mouth was drooping. On an unspecified date in Jul2021, the patient 

(COVID19) experienced arms were numbing when she was sleeping started three or four days ago and last 
night did not feel the numbing in her arms, she thought it has recovered completely. Patient 
reported that when she saw her face she thought she had a stroke and rushed to ER. She 
confirmed that she was not admitted. Therapeutic measures were taken as a result of mouth was 
drooping (bell's palsy), treatment was received as steroid and an antiviral medication. The patient 
underwent lab tests and procedures which included blood test: unknown on an unspecified date in 
2021, computerized tomogram: do not have stroke on an unspecified date 2021, hepatic enzyme: 
liver enzymes were still elevated on 05Jul2021, magnetic resonance imaging: do not have stroke 
on an unspecified date in 2021. Patient was told at ER that she did not have a stoke and probably 
had Bells Palsy. The outcome of events of eyes were burning was recovered on an unspecified date 


safety concern identified as part of this review, as well as any appropriate action in response, will 
be promptly notified to Regulatory Authorities, Ethics Committees, and Investigators, as 


Po 
Symptoms 


BELL'S PALSY 


BELL'S PALSY 


BELL'S PALSY 
BELL'S PALSY 


BELL'S PALSY 
BELL'S PALSY 


BELL'S PALSY 


BELL'S PALSY 


BELL'S PALSY 


BELL'S PALSY 


Type 


COVID19 
VACCINE 
(COVID19) 


COVID19 
VACCINE 
(COVID19) 


COVID19 
VACCINE 
(COVID19) 


COVID19 
VACCINE 
(COVID19) 


COVID19 
VACCINE 
(COVID19) 


COVID19 
VACCINE 
(COVID19) 


COVID19 
VACCINE 
(COVID19) 


COVID19 
VACCINE 
(COVID19) 


COVID19 
VACCINE 
(COVID19) 


COVID19 
VACCINE 
(COVID19) 


1493369-1 


1493728-1 


1493843-1 
1493852-1 
1493920-1 


1493959-1 


1494083-1 


1496327-1 


1497224-1 


GUILLAIN BARRE SYNDROME; UNABLE TO SLEEP; BELL'S PALSY; ALTERED TASTE; ALTERED 
SMELL; This spontaneous report was received from a patient and concerned a 59 year old male. 
The patient's weight was 152 pounds, and height was 76 inches. The patient's concurrent 
conditions included high blood pressure controlled with unspecified medication, smoker 6-8 
cigarettes per day, and no known allergies. The patient received covid-19 vaccine ad26.cov2.s 
(suspension for injection, route of admin not reported, batch number: Unknown) dose was not 
reported, administered on 23-MAY-2021 to his left arm for prophylactic vaccination. Batch number 
was not reported. Company will perform follow up to obtain batch number. Concomitant 
medications included unspecified medication for blood pressure. On 30-MAY-2021, the patient 
experienced Guillain Barre syndrome requiring hospitalization. He also experienced altered taste 
and altered smell. His symptoms started off as minor leg pain as cramps, then spread to abdomen, 
lower back, upper back, chest, arms and feet. He also had tingling in fingers and toes and 
numbness in hands and feet. The patient was seen by a doctor 2 weeks after receiving vaccine 
because was was experiencing Bell's Palsy. The doctor prescribed ibuprofen to help alleviate the 
pain, but it did not help much. The doctor continued to give him pain killers. He was unable to 
sleep and went days without sleep. He recently was prescribed Percocet which also did not help 
much either. The patient was hospitalized on an unspecified date in JUN-2021 and discharged on 
an unspecified date in JUL-2021. The action taken with covid-19 vaccine ad26.cov2.s was not 
applicable. The outcome of the Guillain Barre syndrome, altered taste, altered smell, unable to 
sleep and Bell's Palsy was not reported. This report was serious (Hospitalization Caused / 
Prolonged, and Other Medically Important Condition).; Sender's Comments: VO: This spontaneous 
report received from a consumer concerns a 59-year-old white male patient who was hospitalized 
with Guillain Barre syndrome (GBS) 7 days after receiving the Janssen Covid-19 vaccine. The 
patient have concurrent high blood pressure and is a smoker (6-8 sticks/day). Symptoms reported 
were altered taste and smell, leg pain and cramps that spreads to abdomen/lower back/upper 
back/chest/arms/feet, tingling in fingers and toes, and numbness in hands and feet. No treatment 
was reported. Approximately 2 weeks after vaccination, the patient was found to have Bell's palsy, 
and was prescribed with ibuprofen and Percocet. The outcome of the events was not reported. No 
other pertinent details reported. The information available precludes a complete and meaningful 
assessment. Based on the information available, the occurrence of the events could represent 
background incidence of such events in the general population. However, a relationship with 
Janssen Covid-19 vaccine cannot be ruled out and thus the relationship is considered 
indeterminate. 


Bells Palsy, facial paralysis on right side of face. Has not resolved at time of this report. 


Patient developed Bell's Palsy, about 2 days after getting his pfizer vaccine. Patient also developed 
hookworms. Patient has visited several doctors, and had prescriptions for hookworms. Patient is 
still having pain from rashes, and he state that his sturnum had popped out and the rashes have 
affected his groins. 


COMPLETE RIGHT SIDE OF FACE HAD NO MUSCLE CONTROL ON SATURDAY. WENT TO DOCTOR ON 
THE FOLLOWING MONDAY AT 7AM AND WAS DIAGNOSED WITH BELL PALSY 


It was headache, earache, facial paralysis. Went to the ER and was diagnosis with Bells Palsy. 


eye twitching left side of face paralyzed, dx with Bells Palsy 


throughout the day of April 29, 2021 I started get tingling on my lips, and my right side of my face 
was feeling different in a weird way ... once I left work at 5 pm, I went straight home and by then, 
the right side of my lip was drooping since I was not sure of what was happening to me, my 
husband took me to the hospital where they treatment me with possible stroke. After all test had 
be performed, the outcome was that I had a case of bell's palsy on the right side of the face. 


Diagnosed with Bells Palsy 6 weeks after vaccine. Facial paralysis on the left side of my face 


7/7 - about 9am or 10 am in morning, his face on the right side began to droop. He felt as though 
he may be having stroke, as known from prior event. Yet, he drove himself to the ER. A stroke 
event was ruled out. He was diagnosed with Bell's Palsy syndrome with numbness and paralysis on 
the right side of his face. Treatment include high dose steroid Prednisone for 5 days. Adjustment 
with increase in this blood pressure medication, as his blood pressure was running in the 
210s/110s. (extremely high). Prior to this event - pt traveled under the false security that he was 
okay to mingle since he had been vaccinated. (Currently, the place he traveled to is showing a 
COVID surge). Now today on 7/22 -patient still is suffering from the Bell's Palsy side effect. Slowly 
he is regaining feelings and very slight movement of his face. 


Full Blown up/Droopy eyes; Bell's Palsy; Droopy Mouth; This spontaneous case was reported by a 
nurse and describes the occurrence of BELL'S PALSY (Bell's Palsy) and FACIAL PARALYSIS (Droopy 
Mouth) in a 21-year-old male patient who received MRNA-1273 (Moderna COVID-19 Vaccine) for 
COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. No 
Medical History information was reported. In June 2021, the patient received second dose of 
MmMRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. In June 2021, received 
first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 
dosage form. On 18-Jul-2021, the patient experienced BELL'S PALSY (Bell's Palsy) (Seriousness 
criterion medically significant) and FACIAL PARALYSIS (Droopy Mouth) (seriousness criterion 
medically significant). On 19-Jul-2021, the patient experienced EYELID PTOSIS (Full Blown 
up/Droopy eyes). The patient was treated with ACYCLOVIR [ACICLOVIR] for Bell's palsy, at an 
unspecified dose and frequency and PREDNISONE for Bell's palsy, at an unspecified dose and 
frequency. At the time of the report, BELL'S PALSY (Bell's Palsy), FACIAL PARALYSIS (Droopy 
Mouth) and EYELID PTOSIS (Full Blown up/Droopy eyes) outcome was unknown. For mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any causality 
assessments. No concomitant medications were reported. The patient received both vaccination 
doses in June (beginning and end of June). Company Comment: Very limited information regarding 
the dates of vaccine administration and the start date of the events have been provided. Further 
information has been requested.; Sender's Comments: Very limited information regarding the 
dates of vaccine administration and the start date of the events have been provided. Further 


_ | siz 
Symptoms Type DAD Adverse Event Description 


Bell's Palsy; This is a spontaneous report from a contactable consumer (reported for herself). A 58- 
years-old non-pregnant female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA 
VACCINE; Solution for injection, Lot Number: EW0177), dose 2 via an unspecified route of 
administration, administered in arm left on 19Apr2021 at 17:00 (at the age of 58-years-old) as 
dose 2, single for covid-19 immunization at Pharmacy or Drug Store. Medical history included 
ongoing blood cholesterol and ongoing nephropathy. The patient did not receive any other vaccines 
within four weeks prior to the vaccine. Prior to the vaccination, the patient was not diagnosed with 
COVID19 COVID-19. Device Date was reported as 11Jul2021.Concomitant medication within 2 weeks of 
BELL'S PALSY | VACCINE | 1497482-1 vaccination included rosuvastatin (ROSUVASTATIN). The patient previously received first dose of 


(COVID19) ~~~ ~ | bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; Solution for injection, Lot Number: 
EW0162), dose 1 via an unspecified route of administration, administered in arm left on 
19Apr2021 at 17:00 (at the age of 58-years-old) as dose 1, single for covid-19 immunisation. 
Since the vaccination, the patient had not been tested for COVID-19. On O5jJul2021 at 09:00, the 
patient experienced bell's palsy. The case assessed as serious (Disabling/Incapacitating, medically 
significant). There was no Prolonged hospitalization. The adverse event result in Emergency 
room/department or urgent care. Therapeutic measures were taken as a result of event and 
treatment included with Prednisone, Valacyclovir and Systane. The outcome of the event was not 


resolved. Follow-up attempts are completed. No further information is expected. 


COVID19 

BELL'S PALSY |VACCINE | 1497967-1 | Bells Palsy 
(COVID19) 
COVID19 

BELL'S PALSY | VACCINE | 1498365-1 | Developed Bell's Palsey 2 weeks after receiving 1st shot. 
(COVID19) 


COVID19 Arm went numb and tingly the next day along with heavy feeling. Tingling went up into neck and 
BELL'S PALSY |VACCINE | 1498870-1 | face. By Saturday afternoon jaw-line felt like it was down to participants chest. Sunday symptoms 
(COVID19) got much worse along with feeling of sores on head. Pimple like things on right shoulder. 


COVID19 P . Pe a ao Se oer : : 
BELL'S PALSY | VACCINE Right side of face numb and tingling. Vision blurred in right eye. Pain in face. Diagnosed with Bells 
(COVID19) Palsy 


COVID19 Patient received Moderna on 7/10 and developed a facial droop 10 days after the first vaccine. 
BELL'S PALSY |VACCINE | 1499486-1 | Patient was sent to emergency department for fear of stroke, but full work up was normal. Patient 
(COVID19) was ruled to have Bells Palsy that could possibly be related to the Moderna Vaccine. 


Patient presented to ED 3/25/21 with right Bell's Palsy. COVID-19 Positive. Patient completed 
COVID-19 vaccinations on 1/12 and 2/2. COVID-19 Infection: #Suspected COVID infection: Onset 
date: unknown presented with: no symptoms. Recent exposures: none. initial CRP: 0.29, LDH: 
215 D-dimer: 0.54 -Admit to hospital: contact/droplet precuations -Covid test date: 3/25/21 RA 
sats: 94% in ER. -empiric abx coverage: none - No Remdesivir or Dexamethasone for treatment. - 
Pt completed both COVID-19 vaccine doses 1/12 and 2/2/21. Discharge planning Ambulatory O2 
challenge daily: Last fever: none Home support for ADLs if needed: YES Medications: 30 day 
supply R Bells’ Palsy: - R facial weakness with inability to close his R eye and sparing the forehead. 
- Pt also evaluated by Clinic Telestroke and they feel his symptoms are consistent with Bells Palsy. 
dysarthria. - Facial weakness seems moderate to severe given above findings as well. - Lacrilube 
1499687-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


- CT head negative for acute bleed. - MRI brain due to complaints of also dysphagia and some 

qHS and Artificial tears q2h PRN dryness R eye - Prednisone 60mg daily x 7d - Valacyclovir 1g tid x 
7d per protocol. Dysphagia: - Could be due to severity of Bells Palsy. - MRI brain to rule out acute 
CVA. - Speech and swallow eval: mild weakness on mouth on R but normal swallow. Rec NDDI diet 
with clears and use of straw on L side of mouth. DM2: - Aic: 6.3 this admission. - Outpatient 
Meds: metformin - CC diet. - SSI for now. HTN: - Continue Norvasc. BP controlled. HLD: - 
Continue ASA and Atorva. RAD: - Continue Advair. MM: - Will touch bases with Hematology. BPH: - 
Tamsulosin. Glaucoma: - Continue Travatan. Hosp Issues: CODE STATUS: FULL CODE Diet: NPO 
for now DVT Proph: SCD boots Disp: Speech cleared pt stating he has no difficulty swallowing. If 
the MRI brain is negative for an acute process, will plan to discharge the patient home today. 
Notes: Two patient identifiers confirmed. Patient said that he was doing well without any medical 
issues and without concerns at this time. This nurs cm reminded patient about mask wearing, 
social distancing and frequest handwashing. Patient verbalized understanding. F/U Plan: Moderate 
Risk - 2 week post d/c f/u. Electronically signed on: Electronically signed on: 2021-03-29 


Symptoms ees VAERS 1D Adverse Event Description 


"Mouth swelling; face was starting to droop,feel paralysis in face; symptoms of a stroke; Bell's 
Palsy; woke up with feeling of ""swish and sip"" in mouth, tingling in lips; tongue stuck out 
crooked; crick in neck on the left side; pain behind ear that kinda burned on the left side; mouth 
inflamed; Felt like lips on fire; Lips were swollen; rash around the edges of mouth; Corners of 
mouth dry, cracked and uncomfortable; mouth was really stiff; couldn't keep her lips lubricated; 
lips were really painful; Bad rash all over body; Hardness at injection site; Redness at injection 
site; swelling of the lymph nodes in the same arm of the injection; Injection site pain,tenderness; 
Swelling at injection site; Fatigue; Headache; Muscle Pain; Joint Pain; Chills; Nausea; Fever; 
Swelling of her face; Dizziness; Swelling throat; Fast heart beat; Weakness; Injection site felt hot; 
felt pretty sick for the first couple of days; This spontaneous case was reported by a patient and 
describes the occurrence of FACIAL PARALYSIS (face was starting to droop,feel paralysis in face), 
CEREBROVASCULAR ACCIDENT (symptoms of a stroke) and BELL'S PALSY (Bell's Palsy) in a 74- 
year-old female patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 
020B21A and 029A21A) for COVID-19 vaccination. The occurrence of additional non-serious events 
is detailed below. Concurrent medical conditions included Polycythemia vera (a form of blood 
cancer, for which she is on aspirin once a day. Patient initially diagnosed approximately 3 years 
ago.), Hypothyroidism, Allergy and Asthma (""a little"" asthma due to environmental allergies. ). 
Concomitant products included MONTELUKAST for Environmental allergy and Asthma, 
LEVOTHYROXINE SODIUM (SYNTHROID) for Hypothyroidism, ASPIRIN [ACETYLSALICYLIC ACID] 
for Polycythemia vera. On 04-Mar-2021, the patient received first dose of MRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 03-Apr-2021, received second dose of 
MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. 
On 03-Apr-2021, the patient experienced DIZZINESS (Dizziness), SWELLING FACE (Swelling of her 
face), PHARYNGEAL SWELLING (Swelling throat), HEART RATE INCREASED (Fast heart beat), 
ASTHENIA (Weakness), VACCINATION SITE WARMTH (Injection site felt hot), ILLNESS (felt pretty 
sick for the first couple of days), RASH (Bad rash all over body), VACCINATION SITE INDURATION 
(Hardness at injection site), VACCINATION SITE ERYTHEMA (Redness at injection site), 
VACCINATION SITE LYMPHADENOPATHY (swelling of the lymph nodes in the same arm of the 
injection), VACCINATION SITE PAIN (Injection site pain,tenderness), VACCINATION SITE 
SWELLING (Swelling at injection site), FATIGUE (Fatigue), HEADACHE (Headache), MYALGIA 
(Muscle Pain), ARTHRALGIA (Joint Pain), CHILLS (Chills), NAUSEA (Nausea) and PYREXIA (Fever). 
On 17-Apr-2021, the patient experienced LIP SWELLING (Lips were swollen), ORAL MUCOSAL 
ERUPTION (rash around the edges of mouth), ORAL DISCOMFORT (Corners of mouth dry, cracked 
and uncomfortable), ORAL DISCOMFORT (Felt like lips on fire), LIP PAIN (lips were really painful), 
INFLAMMATION (mouth inflamed), MUSCULOSKELETAL STIFFNESS (mouth was really stiff) and LIP 
DRY (couldn't keep her lips lubricated). On 12-Jul-2021, the patient experienced 
MUSCULOSKELETAL STIFFNESS (crick in neck on the left side) and EAR PAIN (pain behind ear that 
kinda burned on the left side). On 14-Jul-2021, the patient experienced FACIAL PARALYSIS (face 

COVID19 was starting to droop,feel paralysis in face) (Seriousness criterion medically significant), 

BELL'S PALSY | VACCINE CEREBROVASCULAR ACCIDENT (symptoms of a stroke) (seriousness criterion medically 

(COVID19) significant), BELL'S PALSY (Bell's Palsy) (seriousness criteria disability and medically significant), 
PARAESTHESIA ORAL (woke up with feeling of ""swish and sip"" in mouth,tingling in lips) and 
TONGUE DISCOMFORT (tongue stuck out crooked). On an unknown date, the patient experienced 
MOUTH SWELLING (Mouth swelling). The patient was treated with PREDNISONE for Bell's palsy, at 
a dose of 4 dosage form once a day; PREDNISONE for Bell's palsy, at a dose of 2 dosage form once 
a day; PREDNISONE ongoing since an unknown date for Bell's palsy, at a dose of 1 dosage form 
once a day; VALACYCLOVIR [VALACICLOVIR] on 14-Jul-2021 for Bell's palsy, at a dose of 1 dosage 
form (evening) and VALACYCLOVIR [VALACICLOVIR] for Bell's palsy, at a dose of UNK, tid. On 06- 
Apr-2021, DIZZINESS (Dizziness), SWELLING FACE (Swelling of her face), HEART RATE 
INCREASED (Fast heart beat), ASTHENIA (Weakness), RASH (Bad rash all over body), 
VACCINATION SITE INDURATION (Hardness at injection site), VACCINATION SITE ERYTHEMA 
(Redness at injection site), VACCINATION SITE PAIN (Injection site pain,tenderness), 
VACCINATION SITE SWELLING (Swelling at injection site), FATIGUE (Fatigue), HEADACHE 
(Headache), MYALGIA (Muscle Pain), ARTHRALGIA (Joint Pain), CHILLS (Chills), NAUSEA (Nausea) 
and PYREXIA (Fever) outcome was unknown, VACCINATION SITE WARMTH (Injection site felt hot) 
had resolved. On 21-Jul-2021, ORAL MUCOSAL ERUPTION (rash around the edges of mouth) and 
LIP PAIN (lips were really painful) had resolved, LIP DRY (couldn't keep her lips lubricated) 
outcome was unknown. At the time of the report, FACIAL PARALYSIS (face was starting to 
droop,feel paralysis in face), CEREBROVASCULAR ACCIDENT (symptoms of a stroke), BELL'S PALSY 
(Bell's Palsy), LIP SWELLING (Lips were swollen), ORAL DISCOMFORT (Corners of mouth dry, 
cracked and uncomfortable), ORAL DISCOMFORT (Felt like lips on fire), PHARYNGEAL SWELLING 
(Swelling throat), ILLNESS (felt pretty sick for the first couple of days), PARAESTHESIA ORAL 
(woke up with feeling of ""swish and sip"" in mouth,tingling in lips), TONGUE DISCOMFORT 
(tongue stuck out crooked), INFLAMMATION (mouth inflamed), MOUTH SWELLING (Mouth 
swelling), MUSCULOSKELETAL STIFFNESS (mouth was really stiff) and VACCINATION SITE 
LYMPHADENOPATHY (swelling of the lymph nodes in the same arm of the injection) outcome was 
unknown and MUSCULOSKELETAL STIFFNESS (crick in neck on the left side) and EAR PAIN (pain 
behind ear that kinda burned on the left side) had not resolved. DIAGNOSTIC RESULTS (normal 
ranges are provided in parenthesis if available): On 03-Apr-2021, Heart rate: fast (High) Fast. For 
mMRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any 
causality assessments. Company Comment: Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal 


relationship cannot be excluded. Very limited information has been reported at this time. Further 
information is t expected. Most recent FOLLOW-UP information incorporated above includes: On 
21-Jul-2021: Significant follow up case: Additional events, concomitant medications and medical 
history was added.; Sender's Comments: Based on the current available information and temporal 
association between the use of the product and the start date of the events, a causal relationship 
cannot be excluded. Very limited information has been reported at this time. Further information is 
t expected." 


I awakened early the morning of 05-14-2021 with Bell's Palsy. That was 6 weeks after my second 
COVID19 vaccination with the Pfizer vaccine. I went to my general doctor at 11:15 that same day. He 
BELL'S PALSY | VACCINE | 1500786-1 prescribed 21 tablets of VALACYCLOVIR 1 GM. I took 3 tablets a day for 7 days. My symptoms 
(COVID19) ~~ | have gradually diminished however, as of today 07-24-2021 my mouth remains somewhat droopy 
and the vision of my right eye is still blurred. I was examined by my optometrist 05-30-2021. He 
recommended using retaine PM, an eye lubricant. I am improved, but not back to normal vision. 


Symptoms ae VAERS 1D Adverse Event Description 


On March 30 2021, she received her second Pfizer Covid-19 vaccination. Four days after receiving 
the vaccine she started losing her vision, it was hard to focus and she had double vision. She went 
to the ER where they did an EKG, chest x-ray, cat scan and lab work and was told to see an 
COVID19 ophthalmologist. On April 6 the ophthalmologist told her she had Six Cranial Nerve Palsy on the 
BELL'S PALSY | VACCINE right side of her eye. She was referred to a neurologist. An MRI was performed on the head to look 
(COVID19) for additional causes, where nothing additional was found. She has a past history of Bell?s Palsy on 
both sides of her face. She was not able to tolerate a steroid, so she was seen every 4 weeks for 3 
months. After the 3 months her vision started to return during the daytime with double vision still 


at night. Her sight returned after another 2 to 3 weeks. 


Thursday afternoon some months after the Covid vaccine, I had what I suspected at the time to be 
COVID19 an allergic reaction to something; eyes watering and upper lip numb. The watering reduced and 
BELL'S PALSY | VACCINE | 1501006-1 | was only in my left eye the next day, but I noticed I felt like the left side of my face was 
(COVID19) anaesthetized. I was marginally improved the following day so we went to get a CT scan at the 


hospital. 


COVID19 
BELL'S PALSY | VACCINE 1501087-1 Bell?s palsy 

(COVID19) 

COVID19 Elevated blood pressure reading consistently higher than previous Headaches Bells Palsy Left side 
BELL'S PALSY |VACCINE of face 

(COVID19) 

Covi? Bell's Palsy, Prednisone Nightly leg cramps, sometimes both legs at once. Almost 3 weeks straight 
BELES PAESY VACCINE. || eeu after a week of getting second shot l 

(COVID19) gerung i 

COVID19 
BELL'S PALSY | VACCINE | 1501508-1 | Bells Palsy Symptoms started 2 days after vaccine, by day 4 entire right side of face paralyzed. 

(COVID19) 

COVIDIS Bells Palsy, anti viral & steroid for one week. Mostly gone within a week. Lingering numb feeling in 
BELL'S PALSY |VACCINE 1501967-1 7 " i 

(COVID19) cheek, 


Woke up the morning of 04/22/2021 unable to control the right side of my face. Fearing it was a 

COVID19 result of stroke I went to the emergency room at hospital. I was examined by a neurologist who 

BELL'S PALSY | VACCINE determined that it was Bell?s Polsy. I was admitted overnight for observation and discharged the 
(COVID19) following day. The symptoms continue to exist today. I?m reporting it now after reading news 


reports that Johnson and Johnson might cause Bell?s Polsy. 


Impaired speech, (mumbling, distorted sound), droopy right side of face, no right side forehead 
COVID19 wrinkles when tried to raise eyebrows, frozen right eyebrow, lower right eyelid droop, couldn't 
BELL'S PALSY | VACCINE | 1502157-1 close top and bottom eyelids, right cheek droop, right-side of mouth droop/slack. Initially thought 
(COVID19) ~~~ | stroke. But CT scan, MRI and ultra sound of heart ruled out. Was in hospital for observation and 
tests from Mon May 10 until Tues May 11. Diagnosed as Bells Palsy. Took large doses of Prednisone 


that tapered off for 10 days. Symptoms resolved after 5 weeks. 


COVID19 three days after receiving the vaccination patient developed Bell's Palsey. she recovered after a 
BELL'S PALSY | VACCINE course of steroids. she does have a history of Bell's Palsey on two other occasions, ten years prior 
(COVID19) to this particular reaction. 


COVID19 months later i started with a ear ache which spread 2 days later across my face. i go to hospital to 
BELL'S PALSY | VACCINE | 1503477-1 | be told i had bell pasy which i never had in my life. This reaction had to come from the shot. Never 
(COVID19) had anything else that would have caused this. Im going my doctor's office in a couple of days 


Bell Palsy; Headache on left side of his head; This spontaneous case was reported by a consumer 
(subsequently medically confirmed) and describes the occurrence of BELL'S PALSY (Bell Palsy) in a 
71-year-old male patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 
012M20A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed 
below. Concurrent medical conditions included Hypertension. On 06-Jan-2021, the patient received 
first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 04-Feb- 
2021, received second dose of MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage 
was changed to 1 dosage form. On 07-Jul-2021, the patient experienced BELL'S PALSY (Bell Palsy) 
(seriousness criterion medically significant) and HEADACHE (Headache on left side of his head). 
COVID19 The patient was treated with PREDNISONE for Bell's palsy, at a dose of UNK dosage form. At the 
BELL'S PALSY | VACCINE | 1504903-1 | time of the report, BELL'S PALSY (Bell Palsy) and HEADACHE (Headache on left side of his head) 
(COVID19) had resolved. Concomitant medications included hypertension medication, unspecified. The patient 
experienced mild Bell Palsy after the second dose and described the symptoms as left side of his 
face was numb and felt similar to when a dentist works on one side of the face which makes that 
side numb (left side of face muscles were numb for a while), droopy eye, and he could smile only 
on his right side of the face. Patient also reported headache on left side of his head. The symptoms 
started on 07 Jul 2021 and stopped after finishing Prednisolone that was prescribed by his doctor. 
Based on the current available information and temporal association between the use of the 
was the cause of bells palsy severe headaches, and visual changes. she states that it isnt resolving 


product and the start date of the events, a causal relationship cannot be excluded.; Sender's 
Comments: Based on the current available information and temporal association between the use 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
and they are going for more doctors visits 
COVID19 
BELL'S PALSY | VACCINE Bell's palsy 
(COVID19) 


of the product and the start date of the events, a causal relationship cannot be excluded. 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 : oe : 
BELL'S PALSY | VACCINE | 1505988-1 | Pt developed facial numbness about a week and a half after receiving the vaccine. He was 
(COVID19) ~> | diagnosed with Bell's Palsy 


Systemic: Bell's Palsy-Severe, Systemic: Headache-Severe, Systemic: Visual 
Changes/Disturbances-Severe, Additional Details: wife came to the pharmacy and explained that 
after the shot the patient had one side weakness went to er and the er stated that the covid shot 


Right Bells Palsy 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy; This spontaneous case was reported by a consumer and describes the occurrence of 
BELL'S PALSY (Bell's palsy) in a 73-year-old male patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch nos. 027L2012 and 024M20A) for COVID-19 vaccination. The patient's 
past medical history included Shingles (Shingles virus). Concurrent medical conditions included 
Diabetes (Sugar). On 28-Jan-2021, the patient received first dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 26-Feb-2021, received second dose of 
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. 
In July 2021, the patient experienced BELL'S PALSY (Bell's palsy) (seriousness criteria 

COVID19 hospitalization and medically significant). The patient was hospitalized on sometime in July 2021 

ELL'S PALSY | VACCINE | 1507875-1 | due to BELL'S PALSY. At the time of the report, BELL'S PALSY (Bell's palsy) outcome was unknown. 

(COVID19) Concomitant medication information was not provided. The patient stated that he received steroids 
and antiviral medications and stated that they thought it came from the shingles virus. The action 
taken with mMRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was not applicable For 
mMRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any 
causality assessments. Company Comment Based on the current available information and 
temporal association between the use of the product and the start date of the events, a causal 


relationship cannot be excluded.; Sender's Comments: Based on the current available information 
and temporal association between the use of the product and the start date of the events, a causal 


relationship cannot be excluded. 


B ' 
Half of head became very numb; Drooping eye lid; Earache; Sharp pain in head on right side; 
Pressure behind eye; Tongue weakness in back of tongue on right side; bell's palsy; This is a 
spontaneous report from two contactable other health care professionals one of the (patient). A 
47-year-old male patient received first dose of bnt162b2 (BNT162B2, Solution for injection, Lot 
number: EW0183), via intramuscular, administered in Deltoid Left on 20May2021 10:20 (age at 
the vaccination 47-year-old) as DOSE 1, SINGLE for covid-19 immunisation. Medical history 
included been dealing with tinnitus for over a year and hypertension from 12Jul2017 and ongoing. 
There were no concomitant medications. The patient previously took flush from alcohol and 
experienced known allergies. Patient did not receive any other vaccines within 4 weeks prior to the 
COVID vaccine. Patient did not receive any other medications within 2 weeks of vaccination. Prior 
to vaccination the patient was not diagnosed with COVID-19. Since the vaccination, the patient has 

COVID19 not been tested for COVID-19. Patient experienced bell's palsy on 20May2021 13:00, half of head 
BELL'S PALSY |VACCINE | 1508746-1 | became very numb, drooping eye lid, earache, sharp pain in head on right side, pressure behind 
(COVID19) eye, tongue weakness in back of tongue on right side on 20May2021 03:30 PM. Patient received 

treatment of Prednisone for the event Bell's palsy. Patient visit physician office for this event. 
Patient did not receive treatment for other events. The outcome of the event bell's palsy was 
recovering and not recovered for another events. Follow up attempts are needed; further 
information has been requested.; Sender's Comments: Based on available information, a possible 
contributory role of the suspect product, BNT162B2 vaccine, cannot be excluded for the reported 
event Bell's palsy due to close temporal relationship. The case will be reassessed once additional 
information is available. The impact of this report on the benefit/risk profile of the Pfizer product is 
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 


aggregate data for adverse events. Any safety concern identified as part of this review, as well as 
any appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics 
Committees and Investigators, as appropriate. 


bell's palsey; headache returned; This is a spontaneous report from a contactable consumer 
(patient). A 58-year-old female patient (not pregnant) received bnt162b2 (Pfizer, Batch/Lot 
Number: EW0173), second dose via an unspecified route of administration, administered in left 
arm on 22May2021 at the age of 58-year-old as dose 2, single for covid-19 immunization. Medical 
history included Hodgkins Lymphoma from an unknown date and unknown if ongoing. The patient 
previously took morphine and experienced allergies, first dose of bnt162b2 (Pfizer, Batch/Lot 
Number: EW0172) via an unspecified route, administered in left arm on 01May2021 at the age of 
58-year-old for covid-19 immunization. The patient didn't receive any other vaccines within 4 
weeks prior to the COVID vaccine. Other medications the patient received within 2 weeks of 
COVID19 vaccination included: WOMEN'S ONE A DAY OVER 50. The patient experienced bell's palsey on 
BELL'S PALSY |VACCINE | 1508979-1 | 08Jun2021, headache returned/ headache on 23May2021. Onset of headache was 23May2021 
(COVID19) which lasted until 27May2021 in back of head. Headache returned 03Jun2021 with no relief, so she 
went to the emergency department on 08Jun2021 and was diagnosed with bell's palsey. No prior 
history of nerological issues or disorders. Medication was provided and symptoms of bell's palsey 
went away by 22Jun2021. The event resulted in emergency room/department or urgent care visit. 
Therapeutic measures were taken as a result of events included empiric valacyclovir and 
prednisone, eye patching. The case was reported as non-serious. The outcome of events was 
resolved on 22Jun2021. Facility where the most recent COVID-19 vaccine was administered was 


hospital. Prior to vaccination, the patient wasn't diagnosed with COVID-19. Since the vaccination, 
the patient hasn't been tested for COVID-19. No follow-up attempts are possible. No further 
information is expected. 


Symptoms ees VAERS 1D Adverse Event Description 


Numbness at base of skull; Bell's Palsy; Numbness on left side of tongue, went to jaw and cheek, 
travelled up left side of face, to back of head at the base of the skull; This is a spontaneous report 
from a contactable pharmacist via medical information team. A patient of unspecified age and 
gender received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, formulation: 
Solution for injection, lot number: EL9269), via an unspecified route of administration, 
administered in Arm Right on 04Mar2021 at 15:30 as a single dose for COVID-19 immunization. 
Medical history included osteoporosis. There were no concomitant medications. Reported that 
pharmacist was involved in administering the Pfizer COVID-19 vaccines at her work and due to the 
increase in concerns about Guillain-Barre syndrome developing with the Johnson and Johnson 
COVID-19 vaccine it prompted her to call Pfizer because she remembered 1 patient who was 
diagnosed with Guillain-Barre syndrome after receiving the second dose and she remembers 2 
patients who developed Bell's Palsy after receiving their first doses of the Pfizer COVID-19 vaccines 
and they were not given the second doses due to these adverse events. She stated that she did 
report these events through the VAERS reporting system per their hospital protocol. These doses 
were given as outpatient. No history of previous immunization with the Pfizer vaccine considered 
as suspect. No additional Vaccines Administered on Same Date of the Pfizer Suspect. No prior 
Vaccinations within 4 weeks of vaccinations. No AE(s) following prior vaccinations. On 04Mar2021, 
1509096-1 


the patient experienced bell's palsy, numbness on left side of tongue, went to jaw and cheek, 
travelled up left side of face, to back of head at the base of the skull, on an unspecified date in 
Jun2021, the patient experienced numbness at base of skull. Term highlighted by the reporter for 
Bell's palsy, Numbness on left side of tongue, went to jaw and cheek, travelled up left side of face, 
to back of head at the base of the skull, Numbness at base of skull. Relatedness of drug to 
reaction(s)/event(s) assessed for Bell's palsy, Numbness on left side of tongue, went to jaw and 
cheek, travelled up left side of face, to back of head at the base of the skull, Numbness at base of 
skull by method of assessment as related. All reported events were medically significant. It was 
reported that the patient's symptoms started around 1600-1615 on the day of their vaccine, 
04Mar2021. The patient did not seek medical attention so was never formally diagnosed. 
Experienced numbness starting on the left side of the tongue that went up to the jaw and cheek. 
The numbness travelled up the left side of their face to the back of their head at the base of their 
skull. These symptoms lasted for about 48 hours and they were recovered completely. About a 
month ago, in June, the patient experienced the same kind of numbness at the base of their skull. 
It lasted for a couple of hours and then was gone. No AE(s) require a visit to emergency Room and 
physician Office. The outcome of event (Bell's Palsy, Numbness on left side of tongue, went to jaw 
and cheek, travelled up left side of face, to back of head at the base of the skull) was recovered on 
an unspecified date in Mar2021 and the outcome of event (Numbness at base of skull) was 
recovered on an unspecified date in Jun2021.; Sender's Comments: Based on available 
information, a possible contributory role of the subject product, BNT162B2 vaccine, cannot be 
excluded for the reported events Bell's palsy and Hypoaesthesia due to close temporal relationship. 
The case will be reassessed once additional information is available. The impact of this report on 
the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety 
evaluation, including the review and analysis of aggregate data for adverse events. Any safety 
concern identified as part of this review, as well as any appropriate action in response, will be 
promptly notified to Regulatory Authorities, Ethics Committees and Investigators, as 
appropriate.,Linked Report(s) : US-PFIZER INC-2021895191 same reporter/drug/event, different 
patient 


O1APR - Vaccine 02APR - Chills, 2 hours 12APR - Onset hot/cold flashes, paresthesia 23APR - 
Onset bilateral Bell's Palsy, loss of taste, pain in kidney area; continuation of hot/cold flashes and 
COVID19 paresthesia in arms, legs, mouth area, esophagus and lungs 23APR - Antivirals, prednisone, 1 
BELL'S PALSY | VACCINE | 1509491-1 | week + XS Tylenol for pain 23APR-O2MAY - severe pain, over time moving up the spine and into 
(COVID19) the shoulders and neck. Stopped after O2MAY. O1MAY - Suspect Lyme, begin 3 weeks antibiotics; 
hot/cold flashes cease. O1MAY-O9JUL - gradual improvement of paresthesia, return of taste, and 


facial paralysis O9JUL - partial loss of vision in left eye 21-24JUL - hospitalization 


Side effects 2 to 3 hours after receiving shot. Headache, body aches, fever, tiredness/fatique. Most 
passed the next day about 24 hours expect tiredness and fatique and body aches. July 6th started 
COVID19 coughing with shortness of breath with bloating of stomach. Went to Dr. on July 12th diagnosed 
BELL'S PALSY | VACCINE with upper respiratory infection and wheezing. Prescribed antiboitic and inhaler. July 19th went to 
(COVID19) Urgent Care Dr. could not see me. Face drooping numbness left side of face ear hurting eyes 
watering diagnosed with Bells Palsy. Given steriod and anti viral. Still had shortness of breath and 


coughing went back to Dr. July 26th. Said lung sounded better. to continue treatment with inhaler. 


COVID19 
BELL'S PALSY |VACCINE | 1509656-1 | Bell's Palsy 
(COVID19) 


Around March 8th I started to feel strange pain in my head. I felt bumps on my scalp. I went to a 
COVID19 dr on March 10th and was dx with shingles. On the morning of March 12th I woke up with partial 
BELL'S PALSY | VACCINE | 1509918-1 | facial paralysis and went to urgent care and was diagnosed with Bells Palsy. March 15th I saw 
(COVID19) neurologist, who confirmed I had bells palsy. I continue to feel lingering symptoms including facial 


nerve pain, twitching, and continue to feel stressed by my face no longer being symmetrical 


COVID19 
BELL'S PALSY |VACCINE | 1509939-1 | Jaw pain 6/29/21 then 7/6/21 Bells Palsy Left side. 
(COVID19) 


"I was monitored at the clinic because my anxiety increased my BP. I was released after 30 more 
COVID19 minutes. I took my hydroxyzine when I went home, and then planned to take it across the day (Up 
to 3 a day). At 3PM, I started to feel my left side inner mouth feel swollen and my jaw area, cheek, 
PEREA TAEST CODIN a left side became numb and remained that way for 2 weeks. Went to ER that night at 4PM, ER Dr. 
said ""bells palsy like"" symptoms that would go away in time. Consulted with primary and told 


him of my concerns before getting second vax, he recommended I proceeds with second Vax." 


I was woken up by a severe headache in the area behind my left ear. I went to brush my teeth and 
then looked in the mirror and saw my face and that the toothpaste could not stay in my mouth. 
COVID19 The entire left side of my face had fallen about an inch. I could tell because my eyebrows were not 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


BELL'S PALSY | VACCINE even. The headache continued for several days but not as severe as the initial event. I could not 
(COVID19) use the muscles on the left side of my face at all. Initially, I was afraid to go to the hospital 
because of the level of COVID in my area but I did take pictures throughout the several weeks of 
my recovery. 


BELL'S PALSY CoE 1510047-1 Bells Palsy to the right side of the face. starting 03/06/2021 and continuing as of 07/28/2021 Pain 
| fecovinis| | Sento itn medications O S R control with medications 


Symptoms ee VAERS 1D Adverse Event Description 


COVID19 1-30-21 bells palsy symptoms presented on left side of face. 1-31 diagnosis confirmed. On 7-17, 
BELL'S PALSY |VACCINE | 1510135-1 | fbells palsy still present on left side but also started presenting on right side. 7-18 bells confined 
(COVID19) also on right side 


COVID19 
BELL'S PALSY | VACCINE Bell?s palsy and Ramsay hunt syndrome. And shingles. Fever . Severe vertigo. Still feeling sick 
(COVID19) 


BELL'S PALSY; AFFECTING ABILITY TO THINK CLEARLY; DEPRIVATION OF SLEEP; PAIN IN THE 
BACK; TINGLING SENSATION OVER THE BODY BUT MORE IN THE EXTREMITIES; PERCEPTION OF 
HEAT AND COLD REVERSED OR DELAYED; MIGRAINE HEADACHES; MUSCLE WEAKNESS IN 
THIGHS AND LOWER BACK; CONTINUOUSLY EXHAUSTED WHICH IS AFFECTING ABILITY TO THINK 
CLEARLY; MUSCLES PAIN IN THE THIGHS AND LOWER BACK; This spontaneous report received 
from a patient via a company representative concerned a 52 year old male of unknown race and 
ethnicity. The patient's height, and weight were not reported. No past medical history or 
concurrent conditions were reported. The patient received covid-19 vaccine ad26.cov2.s 
(suspension for injection, route of admin not reported, batch number: 205A21A expiry: unknown) 
dose was not reported, 1 total, administered on 11-APR-2021 to left arm for prophylactic 
vaccination. No concomitant medications were reported. After several weeks of vaccination on an 
unspecified date, the patient developed muscle pain and muscle weakness in his thighs and lower 
back, and the pain extended to his back. Patient experienced tingling sensation over the body but 
more in the extremities. He experienced perception of heat and cold reversed or delayed. The 
development migraine headaches increased dramatically, but as per reporter it was possible to had 
consequence of exhaustion from being sleep deprived. While brushing teeth patient discovered that 
BELL 


COVID19 he had partial paralysis of the left side of face and he was unable to spit, purse his lips, whistle, 
LL'S PALSY | VACCINE 1511545-1 smile, twitch nose, or raise his eyebrow and the face area was mostly numb. Patient went to 

(COVID19) ~ | emergency room and where he had been told that he had Bell's palsy, but they did not know what 
to think about the non-facial symptoms and asked him to see a neurologist. The patient was 
prescribed with prednisone and an antiviral. By the end of the same day, he lost most sense of 
taste. Patient later saw a neurologist who ordered Magnetic resonance imaging (MRIs) of brain, 
sinuses, and upper spine to look for signs of neuronal demyelination, but there were not any 
significant findings. During follow up appointment on 15-JUL-2021 with the neurologist, they 
discussed potential association between vaccine and Guillain barre syndrome. He ordered patient 
to do nerve conduction test to look for evidence of peripheral nerve damage. The action taken with 
covid-19 vaccine ad26.cov2.s was not applicable. The patient recovered from pain in the back, and 
muscles pain in the thighs and lower back, had not recovered from deprivation of sleep, tingling 
sensation over the body but more in the extremities, bell's palsy, lost most sense of taste, 
continuously exhausted which was affecting ability to think clearly, and muscle weakness in thighs 
and lower back, and the outcome of perception of heat and cold reversed or delayed and migraine 
headaches was not reported. This report was serious (Other Medically Important Condition).; 
Sender's Comments: VO: 20210739148-COVID-19 VACCINE AD26.COV2.S -Bell's palsy and 
affecting ability to think clearly. These events are considered unassessable. The events have a 
compatible/suggestive temporal relationship, are unlabeled, and have unknown scientific 
plausibility. There is no information on any other factors potentially associated with the events. 


Herpes virus onset and flare up with Bell's Palsy; inflammation of cranial nerve 7; Herpes virus 
onset and flare up with Bell's Palsy; inflammation of cranial nerve 7; Herpes virus onset and flare 
up with Bell's Palsy; inflammation of cranial nerve 7; This is a spontaneous report from a 
contactable other hcp. A 41-years-old male patient received second dose bnt162b2 (BNT162B2, 
Solution for injection, Batch/Lot number was not reported) via intramuscular route of 
administration in Arm Left on 04Apr2021 12:00(age at vaccination:41 Years) as DOSE 2, SINGLE 
for COVID-19 immunization. Patient didn't received other vaccines within 4 weeks prior to 
vaccination and patient didn't received within 2 weeks prior to vaccination. Medical history included 
gluten sensitivity from an unknown date and unknown if ongoing, food allergy was corn and dairy 
allergy from an unknown date and unknown if ongoing, papilloma viral infection from an unknown 
date and unknown if ongoing, epidermolysis bullosa from an unknown date and unknown if 
ongoing. Concomitant medication were not reported. The patient previously received first dose of 
bnt162b2(BNT162B2, Solution for injection, lot no: unknown) via intramuscular route of the 
COVID19 administration in Arm left on 14Mar2021 12:00 (age at vaccination:41 Years) as DOSE 1, SINGLE 
BELL'S PALSY | VACCINE | 1511648-1 


(COVID19) 


for COVID-19 immunization. The patient experienced herpes virus onset and flare up with bell's 
palsy; inflammation of cranial nerve 7 on 07Jul2021. The Patient didn't had COVID-19 prior to 
vaccination patient was tested to COVID-19 to post vaccination. The patient underwent lab tests 
and procedures which included sars-cov-2 test: negative on 25May2021 Nasal Swab. Patient had 
disability for the events. Therapeutic measures were taken as a result of herpes virus onset and 
flare up with bell's palsy; inflammation of cranial nerve 7 was antivirals and steroids. The outcome 
of the events bell's palsy, cranial nerve infection, herpes virus infection was recovering. 
Information on the lot/batch number has been requested.; Sender's Comments: Based on the 
description given in the narrative, there is reasonable possibility of causal association between the 
events Bell's palsy, Cranial Nerve Palsy, Herpes Viru infection and the suspect BNT162B2. The 
impact of this report on the benefit/risk profile of the Pfizer drug is evaluated as part of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse 
events. Any safety concern identified as part of this review, as well as any appropriate action in 
response, will be promptly notified to Regulatory Authorities, Ethics Committees and Investigators, 
as appropriate. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy; Tingling in both arms and hands; Did not receive second dose of the Pfizer Covid 19 
Vaccine; This is a spontaneous report from a contactable pharmacist. This pharmacist reported for 
a female patient. A female patient of an unspecified age received first dose of bnt162b2 (PFIZER- 
BIONTECH COVID-19 mRNA VACCINE, Formulation: solution for injection, Lot number: not 
reported) via an unspecified route of administration on an unspecified date as DOSE 1, SINGLE for 
COVID-19 immunization. The patient medical history and concomitant medications were not 
reported. It was reported that she (the pharmacist) was involved in administering the Pfizer 
COVID-19 vaccines at her work and due to the increase in concerns about Guillain-Barre syndrome 
developing, prompted her to call Pfizer because she remembered one patient who was diagnosed 
with Guillain-Barre syndrome after receiving the second dose and she remembered two patients 
who experienced Bell's Palsy after receiving their first doses of the Pfizer COVID-19 vaccines and 
they were not given the second doses due to those adverse events. On an unspecified date, caller 
COVID19 stated that the patient had bell's palsy, Later in the call that the patient also experienced tingling in 
BELL'S PALSY | VACCINE both arms hands that lasted for at least 6 weeks. The caller stated that she was at home and did 
(COVID19) not have the reports or details of the patients on hand. She stated that she did report those events 
through the VAERS reporting system as per their protocol. These doses were given to outpatient. 
The caller stated that she did not call and report these adverse events to Pfizer at that time 
because she did not want to double report and she would like to know of VAERS, shared these AE 
reports with Pfizer. Outcome of the events was reported as unknown. Information about lot/batch 
number can be requested.; Sender's Comments: Based on the limited information in the case 
report, a possible causal relationship between reported event Bell's palsy and suspect product 
BNT162B2 cannot be completely excluded. The case will be reassessed further upon receipt of 
additional information. The impact of this report on the benefit/risk profile of the Pfizer product is 
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 


aggregate data for adverse events. Any safety concern identified as part of this review, as well as 
any appropriate action in response, will be promptly notified to RAs, Ethics Committees, and 
Investigators, as appropriate.,Linked Report(s) : US-PFIZER INC-2021895192 same 
reporter/drug/event, different patient 


On 6/7/21, my tongue felt numb on the right half, I thought I had just burned my tastebuds on my 
lunch. On 6/8/21 I was dizzy, my right eye and right side of my lip started twitching a lot, I 
thought I was just stressed. On 6/9/21 I woke up with mild muscle weakness in my mouth, and 
had no feeling or taste on half of my tongue. Went to a local urgent care and was given anxiety 
meds and a referral for a therapist. I also mentioned my right ear was feeling a bit painful like the 
start of an ear infection possibly, Dr never addressed the issue with my face muscles and my BP 
COVID19 was 164/88. On 6/10/21 I woke up with both eyes swollen and more of my right facial muscles not 
BELL'S PALSY |VACCINE | 1512943-1 | functioning properly. Went to the ER where they asked about my face and other questions 
(COVID19) regarding the facial swelling, turns out I had an allergic reaction to the anxiety meds. They did 
some strength tests and diagnosed me with Bells Palsy, blood pressure was 152/110. Was given 
Valtrex by the ER DR to help with the Bells Palsy. Had a follow up appointment with my PCP on 
6/14/21, she prescribed Predizone. By 6/21/21 most of my facial function had returned. I had a 6 
week follow up with my PCP on 7/27/21, my facial function is still not 100% but is better than it 


was on 6/14/21. I am now seeing a therapist due to this event and my newfound fear of death or 
any other medical issues directly related from this vaccine. 


COVID19 
BELL'S PALSY |VACCINE | 1513902-1 | Bells Palsy, one week after vaccinations 
(COVID19) 


Diagnosed with Bell's Palsy. My face paralyzed and droops on the left side . My eye, mouth, and all 
COVID19 facial muscles on the left side are weak and won't move. My tongue felt numb and and I have no 
BELL'S PALSY | VACCINE sense of taste. I have a hard time talking because the left side of my mouth doesn't move. My eye 


(COVID19) is watering a lot and I can't shut my left eyelid all the way. I have headaches and jaw pain. I went 
to the ER and then to my primary doctor and was given an antiviral medicine and prednisone. I am 
still currently having all of these symptoms and the jaw pain is worse. 


BELL'S PALSY |COVID19 1514398-1 | "GUILLAIN BARRE SYNDROME; LEFT AND RIGHT SIDE OF THE FACE - BELL'S PALSY; TWITCHES; 
VACCINE NERVE PAIN IN BILATERAL FEET AND HAND; TINGLING OF FEET AND HANDS; LOWER AND 
(COVID19) MIDDLE BACK PAIN; This spontaneous report received from a patient concerned a 46 year old 

female. The patient's weight was 175 pounds, and height was 61 centimeters. The patient's was a 
non smoker, non drinker, allergies included bee allergy (she carries an Epipen), environmental and 
dust mite allergy. There was no history of drug abuse or illicit drug use. The patient did not have 
any current medical conditions. The patient received covid-19 vaccine ad26.cov2.s (suspension for 
injection, intramuscular, batch number: 1805029) on 31-MAR-2021 for prophylactic vaccination. 
Concomitant medications included ergocalciferol, lactobacillus acidophilus, and vitamins nos. On 
16-APR-2021 the patient started experiencing a constant ache in her lower back near the sacrum, 
with a 4/10 on a the pain scale. At night the pain worsened and also included a stabbing middle 
back pain, with a 9-10/10 on the pain scale. She couldn't sleep, couldn't stand or sit. There was no 
relief even after taking Tylenol and ibuprofen. On 21-APR-2021, she developed Bell's Palsy on the 
left side of her face. She was drinking water and it fell out of the side of her mouth. She went to 
the hospital for evaluation and the doctors suspected that she had been bitten by a tick. Blood 
work was done to assess for a tick bite as well as a computerised tomogram (CT) scan of the head 


to rule out a stroke. Both results came back normal and additional blood work was sent to a larger 
facility for further tick bite testing. She was discharged home from the Emergency Room (ER) with 
prescriptions for prednisone for 1 week, 10 day course of penicillin, and tramadol every 4-6 hours 
for the pain as needed. On 22-APR-2021 or 23-APR-2021 she attended the hospital again. This 
time the right side of her face was affected with Bell's palsy in addition to the left side. Blood work 
was performed which came back normal. The doctors believed the symptoms were related to a tick 
bite. She received an injection for the back pain which she believed was tramadol but did not 
provide any relief. She was discharged home with a prescription for hydrocodone to be taken for 
pain as needed. She received the same follow-up advice and was advised to continue with the 
steroid, antibiotic and pain medications. The left sided Bell's palsy resolved on 25-APR-2021 or 26- 
APR-2021. On 24-APR-2021 or 25-APR-2021 the patient visited hospital due to back pain, the 
severity of which had prevented her from sleeping for days. She arrived at 3:00 am and was 
discharged by 9:00 am. She received Intravenous morphine and a ketamine infusion for 1 hour. 
This provided instant relief and she was able to sleep. Blood work was done and was normal. Upon 
discharge she was advised to stop the tramadol and she instead received a prescription for 
oxycodone. She was advised to take the oxycodone if the hydrocodone didn't work. The patient 
stated that at this time, she felt great and hopeful that entire day until the back pain retuned at 
night. On 26-APR-2021 she retuned to hospital due to the severity of the back pain. Middle and 

e received an injection of 


seen by her primary care provided the same day, a nurse practitioner (NP). The NP prescribed 10 
morphine pills. At this point the Bell's palsy was resolving. On 28-APR-2021 or 29-APR-2021, she 
visited the hospital again for back pain and received a shot of morphine and was then discharged 
home. The ER physician recommended a neurologist. On 29-APR-2021, the patient noticed that her 
hand writing was messier and she had a hard time writing. She began dragging her right foot when 
walking and on 30-APR-2021 she was unable to step onto a curb and couldn't drag either leg when 
getting into the car. She lost sensation and movement in both legs from the knee down. Initially 
her right leg was worse than the left but eventually they were the same. On 01-MAY-202 she fell 
because her left leg ""gave out"". The same day she underwent a magnetic resonance imaging 
(MRI) scan on her head/back. Right sided Bell's palsy resolved on 01-MAY-2021 or 02-MAY-2021. 
On 03-MAY-2021 the patient spoke to her NP and discussed her concerns that her symptoms may 
be Guillain-Barre syndrome. She was advised to go to the ER. She was admitted to hospital and 
she received an intravenous injection for pain. A neurologist tested her reflexes; she was told her 
reflexes were absent from the knees down in both legs. This was tested on either the 03-MAY-2021 
or 04-MAY-2021 and worsened on 04-MAY-2021. A lumbar puncture (Spinal tap) was performed on 
04-MAY-2021 which confirmed Guillain-Barre syndrome (GBS) and a 5 day course of treatment 
(unspecified) was started. On 04-MAY-2021 she experienced the worst back pain, during 
hospitalisation she received intravenous hydromorphone hydrochoride (Dilaudid) every 6 hours and 
intravenous hydrocodone every 4 hours. she had some relief after the first day and gained some 
mobility back but had the same back pain. During the 5 days of treatment, she noticed relief. By 
the time she was discharged, on 09-MAY-2021, she was able to walk again with the help of a cane. 
She received physiotherapy whilst in hospital and has continued with treatments since discharge. 
The stabbing pain in the middle of the back resolved during the 5 days of treatment, approximately 
06-MAY-2021 but she stated that her lower back is still achy but physiotherapy has helped. Her 
lower back pain comes and goes at 2-3/10 pain level and she currently takes ibuprofen as needed 
for prevention before periods of activity. The reported developing nerve pain on an unspecified 
date, in both feet describing the feeling like ""when you sit on your foot for too long then the 
feeling returns initially"". The pain started during the 5 days of treatment once feeling and mobility 
returned to her legs. The pain has improved over time but both feet remain tingly with the left foot 
feeling worse. Her movement is still impaired but she can still get around the house despite feeling 
shaky when using the stairs. She also experienced nerve pain in her hands during the treatment 
which she believes may have started sooner when her hand writing appeared messy. Her hands 
have improved and the nerve pain ""comes and goes in stages"" The pain has resolved but her 
hands feel tingly and a ""little asleep"". She also noticed her thumb and finger grip is weaker. The 
patient also experienced twitches in bilateral hands and legs, her face and ""all over"". Onset date 
was unspecified. The twitches ""come and go"" and occur 1 to 20 times per day. The patient 
stopped using a cane on 09-JUN-2021. The patient did not have a plan for follow-up with a 
neurologist. She did not see the neurologist in July. The neurologist in the hospital said that follow- 
up is not needed unless issues arise. The pain doctor that the patient was seeing wanted to keep 
an eye on the back pain in case it was not related to GBS, or if the GBS had exacerbated a 
previous condition. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The 
patient recovered from left and right side of the face - bell's palsy on 02-MAY-2021, was recovering 
from Guillain-Barre syndrome; nerve pain in bilateral feet and hand, tingling of feet and hands, 
and lower and middle back pain, and the outcome of twitches was not reported. This report was 
serious (Hospitalization Caused / Prolonged, and Other Medically Important Condition).; Sender's 
Comments: VO: This spontaneous report from a patient concerns a 46-year-old female who 
developed Guillain-Barre Syndrome (GBS) which was diagnosed 34 days after receiving the 
Janssen COVID-19 vaccine. Symptom of lower back pain began 16 days post-vaccine which 
became severe and intractable over 13 days; she then developed bilateral Bell's palsy 21 days 
post-vaccine and lost sensation and movement below her knees 30 days post-vaccine, prompting 
hospitalization 34 days post-vaccine. Reflexes were absent from the knees down and spinal tap 
confirmed GBS. She underwent an unspecified course of treatment, received pain medication and 
physiotherapy, and was discharged on the 7th hospital day. She also developed nerve pain, tingling 
of the hands and feet, and muscle twitches. Bell's palsy resolved and she is recovering from the 
remaining events. Information regarding other potential etiologies was insufficient, and the 
occurrence of the events could represent background incidence of such events in the general 
population. Considering the temporal relationship, the event is assessed to have an indeterminate 
relationship with vaccination." 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy; Guillian Barre Syndrome; lock jaw; the left side of his face went numb and he lost 
feeling on the left side of his face and head; couldn't breath with collapsed muscles and nerves; 
couldn't breath with collapsed muscles and nerves; couldn't breath with collapsed muscles and 
nerves; he couldn't speak and had slurred speech; went to drink water and couldn't; fatigue; he 
went in he had to wait 14 days for the 2nd one and he went in for the 2nd one on 5May2021; This 
is a spontaneous report from a contactable consumer (patient himself). A male patient of an 
unspecified age received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, 
Formulation: Solution for injection, lot number was not reported) via an unspecified route of 
administration on 05May2021 as single dose for COVID-19 immunization. Medical history included 
dental operation performed in 1983. The patient's concomitant medications were not reported. On 
an unspecified date it was reported that, the caller had both doses of the Pfizer Covid-19 Vaccine. 
His second dose was 05May2021. He took a lot of medications. When he received the second dose, 
he asked the nurse at the VA if any of his medications can cause an interaction. About 14 days 
after the second dose, he woke up with lock jaw, he was now getting his feeling back on his face. 
He was diagnosed with Bell's Palsy. Caller believed what he experienced was Guillian Barre 
Syndrome, because that caused paralysis in your face and lock jaw. Caller was asking as Bell's 
Palsy as side effect seen after receiving the Pfizer Covid-19 Vaccine or not. Caller stated he was 
calling about the Pfizer shot, he has had both. Stated the 1st one when he went in he had to wait 
14 days for the 2nd one and he went in for the 2nd one on 05May2021 and he tried to ask the 
nurse up at the VA, he was on a lot of medications, would he get a reaction and she told him to get 
in line for the shot she couldn't tell if he would get a reaction. Caller stated his mouth he would get 
a cramp on the left side of his jaw like little cramps after the 2nd shot and he waited 14 days and 
the left side of his face went numb and he lost feeling on the left side of his face and head. States 
he went to the VA and asked them could that cause a reaction or GBS, Guillain-Barre syndrome, 
and asked about that and they told him that the Pfizer wouldn't do that. Caller stated he had 
dental surgery in the military and only had 1 condyle and his left side of his jaw locked up and he 
COVID19 woke up and couldn't breath with collapsed muscles and nerves. Stated he called the VA to find out 
BELL'S PALSY |VACCINE | 1514507-1 | and was told to wait until Monday and called in Monday and couldn't get anybody to answer and 
(COVID19) had an appointment for Wednesday and they called him back on Tuesday. Caller stated they told 
him to to go the ER and they told him he had Bell's Palsy. Caller states he did not know if the shot 
caused that, he knows his jaw locked up and he couldn't speak and had slurred speech. States the 
feeling in his face was coming back, it was still a little numb. Caller was asking could the Pfizer 
shot cause Bell's Palsy, the numbness in the face and nerves and jaw locking up. Stated on the left 
side the condyle locked up and he went to sleep and woke up early and went to drink water and 
could not. Stated they tried to tell him that his jaw was from his chewing, and he wasn't eating 
solid foods he was eating soft foods, from the fatigue on the left side from the right side condyle 
being gone. Caller states his jaw has been like that since 1983 when he had dental surgery done. 
Stated he used to get cramps once in a while but it locked up after the shot. Caller stated he 
wondered if it was GBS because they were talking about that with J&J. Caller was asking if GBS 
causes Bell's Palsy. Stated you can lose nerve feeling in the face, and leg and he didn't lose it in his 
leg or body just the left side of his face. Caller stated the feeling came back and he can now close 
his left eye and they tried to give him some Prednisone and he can't take that it made his blood 
pressure go up, he let it relax. States they have him some spray for his face and some stuff for dry 
eye. NO further details provided. Stated they told him he has Bell's Palsy and he had the shot and 
14 days later that is when this started after the 2nd shot. Stated he was still weak on the left side. 
Caller stated he had the feeling in his face go he didn't have any sickness or none of that what all 
the stuff they said. Caller stated the stuff he had was caused by military and he doesn't know if it 
was an allergic reaction. States he was wondering about allergic reaction. The reporter seriousness 
for lock jaw, the left side of his face went numb and he lost feeling on the left side of his face and 
head, couldn't breath with collapsed muscles and nerves, couldn't breath with collapsed muscles 
and nerves, couldn't breath with collapsed muscles and nerves, he couldn't speak and had slurred 


speech, went to drink water and couldn't was unspecified. The outcome of event the left side of his 
face went numb and he lost feeling on the left side of his face and head was recovering while 
outcome for all other events was reported as unknown. Information on lot/batch number has been 
requested. 


Dying from Bels Palsy; hook worms/ the worms that are in his stool are half an inch Long and have 
scales on them; lefts sides of his face and body was numb and puffy; lefts sides of his face and 
body was numb and puffy; rashes; loosing weight; hasn't been able to sleep; This is a 
spontaneous report from a non-contactable consumer, the patient. A male patient of an unspecified 
age received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, solution for 
injection), via an unspecified route of administration on an unspecified date (Batch/Lot number 
was not reported) as DOSE 1, SINGLE for covid-19 immunization. The patient medical history and 
concomitant medications were not reported. Caller stated he received I shot of the Pfizer COVID- 
COVID19 19 vaccine and is now dying from Bell's Palsy and hook worms. Caller stated 35 hours after 
BELL'S PALSY | VACCINE | 1514517-1 | Teceiving the vaccine he woke up and the lefts Side of his face and body was numb and puffy, he 
(COVID19) Sa had rashes, loosing weight, and has been suffering from hook worms. Caller stated the worms are 

in his stool. back on his hands, calves, gond area and back of his neck. Caller stated the worms 
that are in his stool are half an inch Long and have scales on them. Caller stated he hasn't been 
able to sleep for the past 2 hours. Caller stated he was hospitalized Tuesday and is now back at the 
hospital trying to get to test his stool samples. Caller stated the tiny worms come to the surface of 
his skin and this started to happen a month after receiving the vaccine. The patient underwent lab 
tests and procedures which included stool analysis that showed the worms are in his stool on an 
unknown date (caller stated the worms are in his stool/ Caller stated the worms that are in his 
stool are half an inch Long and have scales on them). The outcome of the events was unknown. No 
follow-up attempts are possible; information about lot/batch number cannot be obtained. 


Symptoms ees VAERS 1D Adverse Event Description 


developed paralyzed vocal cords; There is inflammation; swelling; suffering so much lately with 
issues like diabetic neuropathy; Bell's palsy; This is a spontaneous report from a contactable 
consumer (the patient's wife) via medical information team. A 72-years-old male patient received 
second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, Formulation: Solution for 
injection, Batch/Lot number: EL9263), via an unspecified route of administration, administered in 
upper left arm on 11Feb2021 16:00 (at the age of 72-years-old) as dose 1, single for COVID-19 
immunisation. The vaccine was not administered as military facility. Medical history included 
diabetic neuropathy from an unknown date and unknown if ongoing (He has been suffering so 
much lately with issues like diabetic neuropathy. There were no concomitant medications. The 
patient previously took first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VAC-CINE, 
Formulation: Solution for injection, Batch/Lot number: EH98991), via an unspecified route of ad- 
ministration, administered in Arm Left (reported as upper left arm because he was right handed) 
on 21Jan2021 16:00 (at the age of 72-years-old) as dose 1, single for COVID-19 immunisation. 
The patient previously had flu shots (FLU ZONE) his whole life and pneumonia shot. They always 
managed to get Fluzone. Then the government changed it and flu vaccines were only made by one 
manufacturer. They were careful with the flu shot and had no issue ever. There was no AE with 
prior vaccinations. Patient had no other vaccines within 2 weeks. No additional vaccines 
administered on same date of the pfizer suspect. On 01Apr2021, the patient developed paralyzed 
vocal cords. On an unspecified date in 2021, the patient experienced bell's palsy, there was 
inflammation, swelling and diabetic neuropathy. The reporter stated on 01Apr2021 her husband 
suddenly developed paralyzed vocal cords and they could not determine if it was caused by the 
vaccine. Reporter would like to know if Pfizer has any information regarding paralyzed vocal cords 
being reported by others and if Pfizer has a solution. Reporter would like to notified if additional 
information regarding this side effect was to become avail-able. Reporter stated she heard and this 
is purely alleged that some COVID vaccines were linked to Bell's palsy which is paralysis of the face 
B 


so she thought that there could be a link to the vaccine and paralysis of the vocal cords. Reporter 


COvIDI9 would like to know if Pfizer have any information regarding Bell's Palsy being related to the vaccine 


ELLA TALAY ICOVIDAÐ) do because she heard that one of the COVID vaccines had a direct link to this side effect. The patient 


had a pH study and video stroboscopy and there has been no solution. They are calling it 
idiopathic. That was done last week and he was going back to ENT on Monday. She thought she 
would get the ball rolling just in case. The reporter further stated that the patient has been 
suffering so much lately with issues like diabetic neuropathy. She was not accusing Pfizer's 
products of being the cause she just thought it was her duty to report it. There was no solution. 
They are going back to another doctor in the facility. The left vocal cord was paralyzed that was 
finally discovered. That was all they know and they do not know why. The vocal cord and box was 
irritated. She has no idea if it was related to Pfizer, but he has never had an issue in his 73 years of 
existence with his vocal cords and hoarseness. The reporter stated that the patient has never left 
the country and had no symptoms. He had zero incident with the vaccination. He had no site pain. 
No arm pain. They sat for half an hour before leaving. They also did a CAT scan of neck and 
thorax. It was negative for cancer. The doctor wanted to make sure to rule out cancer before 
started any other treatment. Reporter clarified the paralyzed vocal cords are ongoing and 
persisting. It was reported that at first they thought it was hoarseness. There are lots of pollen and 
mold in the air. The patient was outside and he wiped the counter top outside off and developed 
hoarseness. He thought it was allergy. He was seeing (state) ENT and Allergy. They may determine 
he was allergic to something in the air. Pfizer may not have any responsibility at all in this. 
Reporter thought she should explore the option in case Pfizer said there are 20 people that had 
this and have a solution. The doctor said that this may be permanent. There was inflammation and 
swelling. Maybe if he can get rid of swelling maybe this would improve. He still has to go to the 
doctor. On an unspecified date in 2021, the patient underwent lab tests and procedures which 
included CAT scan: negative (It was negative for cancer), video stroboscopy: no solution, pH 
study: no solution. Patient was six foor and shrunk over the years. Adverse events required 
physician office visit. The case was reported as non-serious. The outcome of event developed 
paralyzed vocal cords was not recovered (ongoing and persisting) whereas the outcome of all other 
events was un-known. 


I had what they call Bell's Palsy, a nerve virus, it acts like a stroke, and it happened on the left 
COVID19 side. I ended up in the ER and they ran all kinds of tests to make sure it was not a stroke. I do not 
BELL'S PALSY | VACCINE know what tests they did. They said it could be a reaction to the vaccine. I took therapy for a 
(COVID19) month because I could not walk straight, and I could not keep my balance. I still have to use a 
walker and a cane to walk because I have a tendency to fall to the left side. I had to take steroids 


for a week and then they put me on a nerve pill for pain and headaches. 


COVID19 
BELL'S PALSY |VACCINE | 1515417-1 | esophageal reflux (accompanied by severe upper back pain) and Bells Palsy 
peusrasr coe) se 
As soon as I started working at 05:00 am - I was trying to drink - water pouring out the the left 
side of my mouth. I went to the restroom - the left side of my face was drooping. I called Hospital 
right away and they told me to call an ambulance and get to the ER hospital - right away. CT scan 
COVID19 within 30 minutes of me noticing the symptoms. I was in the hospital all day while they ran various 
BELL'S PALSY | VACCINE tests. It lasted about 5 weeks - I was diagnosed with Bells Palsy. I don't remember if there was 
(COVID19) treatment at the ER that day. Sent home with me: Gabapentin for the pain that I was having with 
it. I took it as long as they wanted me to. They also gave me one course of Prednisone. Because I 
take Valtrex all the time, Valtrex is what I continue to take. They said it might come back but it's 
probably not likely. I have had neurologic consults and NT consults and ophthalmology consult. 


2 weeks after vaccine patient experience eye discomfort followed by face and tongue numbness, 
dx with Bells Palsay 7/24 experience difficulty swallowing food resulting in a torn esophagus. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Paralysis to the left side of face and tongue. Diagnosed with Bell?s Palsy. It started on April 8th 
COVID19 2021 and i still have paralysis on the left side of face. At the beginning I had strong nerve pains on 
BELL'S PALSY |VACCINE | 1516370-1 | left side of face and I was very sensitive to loud sounds. Left eye lid would it close naturally and 


Shingles and subsequent Bell's Palsy 


(COVID19) could only smile on right side of face. Had trouble with pronunciation of certain words. Could only 
eat and drink in right side of mouth. 


Symptoms ees VAERS 1D Adverse Event Description 


POSSIBLE BELL'S PALSY; SENSATIONS SUCH AS TOUCH FELT GONE; NUMBNESS IN BOTH HANDS; 
TINGLING IN BOTH HANDS; WEAKNESS IN BOTH LEGS; ASYMPTOMATIC COVID-19; This 
spontaneous report was received from a 46-year-old, male patient. The patient's height, and 
weight were not reported. The patient's concurrent condition included penicillin allergy. The patient 
received covid-19 vaccine ad26.cov2.s (suspension for injection, route of administration was not 
reported, batch number: 207A21A, and expiry: unknown) dose was not reported, 1 total, 
administered on left arm on 29-APR-2021 for prophylactic vaccination. The patient had taken the 
product as directed. The patient was not taking any concomitant medication. The patient was 
asymptomatic for coronavirus disease (COVID-19) but got a COVID-19 test done as his daughter 
tested positive, and on 02-MAY-2021, he received a positive result for the COVID-19 test. On 03- 

COVID19 MAY-2021, he developed numbness and tingling in both hands and mentioned that some 

BELL'S PALSY | VACCINE | 1517900-1 | sensations such as touch felt gone but he could still taste. On the same day, he also experienced 

(COVID19) weakness in both legs and stated that he couldn't even go for a jog. On 28-JUN-2021 (about 1 
month before reporting), he developed intermittent numbness and tingling on the left side of his 
face. The patient went to his health care professional (HCP) on 23-JUL-2021 (Friday) and the HCP 
mentioned it could be Bell's palsy. The action taken with covid-19 vaccine ad26.cov2.s was not 
applicable. The patient had not recovered from numbness in both hands, weakness in both legs, 
possible Bell's palsy, tingling in both hands, and sensations such as touch felt gone, and the 
outcome of asymptomatic covid-19 was not reported. This report was serious (Other Medically 
Important Condition).; Sender's Comments: VO: 20210760472-Covid-19 vaccine ad26.cov2.s- 


Possible Bell's palsy. This event(s) is considered unassessable. The event(s) has a 
compatible/suggestive temporal relationship, is unlabeled, and has unknown scientific plausibility. 
There is no information on any other factors potentially associated with the event(s). 


Bells Palsy, left side of face and mouth; This is a spontaneous report from a contactable consumer 

(patient). A 48-years-old male patient received second dose of bnti62b2 (PFIZER-BIONTECH 

COVID-19 VACCINE, Formulation: solution for injection; Lot number: unknown) via an unspecified 

route of administration in right arm on 01Feb2021 at 12:00 (at the age of 48-years-old) as DOSE 

2, SINGLE for covid-19 immunization. The patient's historical vaccine included first dose of 

bnt162b2 (COVID Pfizer vaccine; lot number: unknown) on 12Jan2021 at 12:00 in right arm for 
1518089-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


covid-19 immunization. The patient medical history was not reported. The patient did not receive 
any other vaccine in four weeks. Patient had no allergies. Prior to vaccination, the patient was not 
diagnosed with covid-19. Post vaccination, the patient had not been tested for covid-19. 
Concomitant medications received in two weeks included nebivolol hydrochloride (BYSTOLIC) and 
flecainide (FLECAINIDE) both taken for an unspecified indication, start and stop date were not 
reported. The patient experienced bells palsy, left side of face and mouth on 30Jun2021 at 19:00. 
The adverse event resulted in doctor or other healthcare professional office/clinic visit, disability, or 
permanent damage. The patient was treated with steroids, anti-viral. The outcome of the event 
was resolving. Information about lot/batch has been requested. 


I just wanted to report that, after receiving the Covid vaccine, I got the Bell's palsy so, that was 
the reaction I received.; This is a spontaneous report from a contactable consumer or other non 
hcp (patient). A patient of unspecified age and gender received bnti62b2 (PFIZER-BIONTECH 
COVID-19 mRNA VACCINE, formulation: Solution for injection), dose 2 via an unspecified route of 
administration, administered in Arm Left on 03Jul2021 (Batch/Lot number was not reported) as 
dose 2, single for covid-19 immunisation. Medical history included Cancer. There were no 
concomitant medications. The patient previously received first dose of bnt162b2 (BNT162B2, 
formulation: Solution for injection), via an unspecified route of administration, on an unspecified 

ooo date (Batch/Lot number was not reported), as single dose for covid-19 immunisation. On 

BELL'S PALSY | VACCINE 1518101-1 : . ae f i : T 

(COVID19) ~~~ | 03Jul2021, the after the vaccination, the patient experienced bell's palsy. Patient just wanted to 
report that, after receiving the Covid vaccine, patient got the Bell's palsy so, that was the reaction 
received. Patient stated just wanted to report that, after receiving the Covid vaccine, patient got 
the Bell's palsy so, that was the reaction received. The patient did not receive treatment for the 
event. It was reported that the patient has to take medications after the vaccine because of the 
side effect (Not further clarify). The patient underwent lab tests and procedures which included 


unknown investigation with unknown results on an unspecified date in 2021. It was reported that 
the patient was basically being treated by the doctor. The outcome of the event was unknown at 
the time of this report. 


Triggered an episode of Bell's palsy; Patient had one other incident of this and sought medical 
advice a few years ago.; This is a spontaneous report from a non-contactable consumer or other 
nonhealthy care professional (the patient). A 23-years-old male patient received bnt162b2 
(PFIZER-BIONTECH COVID-19 VACCINE, formulation, Solution for injection, Batch/Lot Number: 
EW0178) via an unspecified route of administration on 23Jul2021 (at the age of 23-years-old) as 
dose 2, single for covid-19 immunisation at Clinic/facility. The patient medical history included Bells 
palsy from an unknown date and Unknown if ongoing. Concomitant medications were not reported. 
COVID19 No other medications the patient received within 2 weeks of vaccination. Prior to vaccination 
BELL'S PALSY | VACCINE | 1518130-1 patient was not diagnosed with COVID-19. Since the vaccination the patient had not been tested 
(COVID19) ~~~ | for COVID-19. Historical vaccine included as the patient previously received first dose of bnt162b2 
(PFIZER-BIONTECH COVID-19 VACCINE, formulation, Solution for injection, Batch/Lot Number: 
EW0186) via unspecified route of administration, administered on 28Jun2021 at the age of (23- 
years-old) as a single dose for covid-19 immunisation. It was reported that patient received the 
second dose of the vaccine (Pfizer-BioNtech) on Friday(23Jul2021) triggered an episode of Bell's 
palsy today Sunday (25Jul2021). Patient had one other incident of this and sought medical advice 


a few years ago. This incident was more mild than the original case but still it was very noticeable. 
No treatment received for the reported AE. Outcome of the events was not recovered. Follow-Up: 
Follow-up attempts are completed. No further information is expected. 


Symptoms eee [symptoms | Vaccine |yaersro| adverse Event Description = Adverse Event Description 


Bell's Palsy; This is a spontaneous report from a Pfizer sponsored program. A contactable 
consumer (Patient husband) reported for a patient (Reporter wife). A female patient of an 
unspecified age received second dose of BNT162B2 (PFIZER-BIONTEC COVID-19 mRNA VACCINE, 
Solution for injection, lot number and expiry date were not reported), via an unspecified route of 
administration, on an unspecified date, as a single dose for COVID-19 immunization. The patient's 
medical history and concomitant medications were not reported. Historical vaccine included first 
dose of BNT162B2 (PFIZER-BIONTEC COVID-19 mRNA VACCINE, Solution for injection, lot number 
1518154-1 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


and expiry date were not reported), via an unspecified route of administration, on an unspecified 
date, as a single dose for COVID-19 immunization. The reporter (husband) reported that on 
30May2021, the patient (his wife) was affected by Bell's Palsy. This was exactly after 2 weeks after 
her 2nd Pfizer COVID shot. He wrote to you previously as well, but he didn't receive any reply from 
your side. Yesterday we contacted the Neurologist and he suggested him to write to you again 
informing about the situation. It seems to be an acute Bell's Palsy and he request you to take this 
matter on an urgent basis. Outcome of the event was unknown. The lot number for the vaccine, 
[BNT162B2], was not provided and will be requested during follow up.; Sender's Comments: 

Linked Report(s) : US-PFIZER INC-202100953034 Same reporter/ drug/ event for different 
patients 


Got bells palsy; This is a spontaneous report from a contactable consumer. A 48-years-old non- 
pregnant female patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, Formulation: Solution for injection; Batch/Lot Number: Ew0168), dose 2 via an 
unspecified route of administration, administered in left arm on 12Jun2021 14:30 PM (at the age of 
48-year-old) as DOSE 2, SINGLE for covid-19 immunization. The patient medical history and 
concomitant medications were not reported. The patient previously received first dose of 
COVID19 BNT162B2 (Batch/Lot Number: Ewo182) via an unspecified route of administration, administered 
BE in left arm on 22May2021 14:30 PM as DOSE 2, SINGLE for covid-19 immunization. Not known 


L'S PALSY |VACCINE 
LLS j COVIDTG) allergies. The patient did not receive any other vaccines within 4 weeks prior to the COVID vaccine. 


The patient did not receive any other medications within 2 weeks of vaccination. On 02Jul2021 
17:30 PM patient experienced got bells palsy. The adverse event result in doctor or other 
healthcare professional office/clinic visit, Emergency room/department or urgent care, Disability or 
permanent damage. The patient received treatment with steroids physical therapy. Prior to 
vaccination, the patient was not diagnosed with COVID-19. Since the vaccination, the patient had 
not been tested for COVID-19. Event seriousness considered as disabling/incapacitating as per the 
reporter. The outcome of the event was not recovered. 


Bell's Palsy - right side; This is a spontaneous report from a contactable consumer (Patient). A 47- 
year-old male patient received second dose of bnt162b2 (BNT162B2, PFIZER-BIONTECH COVID-19 
VACCINE, Solution for injection, Batch/Lot Number: EW0151), dose 2 via an unspecified route of 
administration in the left arm on 13Apr2021 as dose 2, single for covid-19 immunisation. The 
COVID19 patient previously received first dose of bnt162b2 (BNT162B2, PFIZER-BIONTECH COVID-19 
BELL'S PALSY | VACCINE | 1518157-1 VACCINE, Solution for injection), via an unspecified route of administration in the left arm on 
(COVID19) 23Mar2021 as dose 1, single for covid-19 immunisation. The patient's medical history and 
concomitant medications were not reported. The patient did not receive any other vaccines within 
4 weeks prior to the COVID vaccine. Patient was not covid tested post vaccination. Patient was 
covid prior to vaccination. On 26Jul2021 at 21:00, the patient experienced bell's palsy - right side. 


Therapeutic measures were taken as a result of bell's palsy - right side. Patient received treatment 
of Antiviral and steroid. The outcome of the events was not recovered. 


Bell's palsy; This is a spontaneous report from a contactable (patient). A 46-years-old male patient 
received BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, formulation: solution for 
injection and lot number: FA7484) dose 1 via an unspecified route of administration, administered 
in arm right on 21Jul2021 (age at vaccination: 46-years-old) as dose 1, single for COVID 
Prevention/ COVID-19 immunisation. Medical history was none. There were no concomitant 
medications. On 21Jul2021, the patient was received the first dose of the vaccine. Two days later 
COVID19 on 23Jul2021, he had a facial droop, his mouth got numb. The patient had some slurred speech. 
BELL'S PALSY | VACCINE | 1518163-1 The patient went to the ER on 26Jul2021 (Monday). The patient did not get admitted to the 
(COVID19) hospital, it was just an ER visit. The patient was diagnosed with Bells Palsy and given steroid and 
another pill to take and left the hospital on Monday. The patient stated that it was still ongoing but 
it was stabilized right now because of the medications he was given by the hospital but his right 
eye won't close and he can't smile and he has pressure behind his right ear. The patient was just 
trying to figure out what happened because wednesday he was normal, and then he got the shot 


and two days later he went to the hospital. The patient does have more appointments coming up, 
but he was wondering what information Pfizer has on this side effect. The outcome for the event 
was not recovered. 


COVID19 On July 17, 2021 he developed a small fever blister on right side of upper lip. On July 19 noted to 
BELL'S PALSY | VACCINE | 1518535-1 | have weakness on Right side of mouth then on July 20,2021 he was diagnosed with Bell?s palsy at 
(COVID19) pcp office 


I started having persistent head pain in my left temple area for roughly a week. I then lost control 
COVID19 of the muscles on that side and went to the ER, fearing it was a stroke. The doctor on call 
BELL'S PALSY | VACCINE | 1518587-1 diagnosed me with Bell's Palsy. I have NEVER had a headache this long before, nor have any 
(COVID19) history whatsoever of nerve issues. Yet roughly a month after receiving the COVID vaccine I 
develop this relatively serious condition. I feel strongly this is a side effect of the vaccine people 


should know about. I am upset this is happening to me. 


COVID19 
BELL'S PALSY | VACCINE 1518680-1 | Bell?s Palsy on right side of face 

(COVID19) 

COVvID19 diagnosed with Bell's Palsy 3 days after the vaccine was administered, when the caregiver noticed 
BELL'S PALSY | VACCINE 1518878-1 

(COVID19) symptoms and rushed patient to a provider 


Symptoms eee [symptoms [vaccine |yaersro| adverse Event Description = Adverse Event Description 


Patient reports headaches begain right after the second dose of pfizer vaccine and 2 weeks or less 
after thist time the headached have increased and he has missed work - at this time headaches 
are constant; relates a short term memory loss since receiving the second dose also; has been 
following up with primary care physician since the symptoms started. Hospitalization at from 7/26 
to 7/28. He had an outpatient MRI of the brain for persistent headaches that showed 
acute/subacute infarct involving genu and posterior limb of right internal capsule as well as 
adjacent anterior aspect of the thalamus. Patient was started on ASA and atorvastatin for stroke 
COVID19 prevention. He was evaluated by neurology and was recommended for outpatient follow up for 
BELL'S PALSY | VACCINE | 1519666-1 management of his chronic headaches. He was instructed to discontinue sumatriptan and start 


(COVID19) taking topiramate 50 mg qAM and 100 mg qhs for 7 days, then start taking topiramate 50 mg BID. 
He was also instructed to start taking benadryl 25 mg qd, gabapentin 100 mg TID, and compazine 
10 mg qd. He has follow up scheduled with neurology on August 10 and August 28 with neurology. 
He feels that his new medications help to take the edge off his headache pain but do not 
completely resolve the pain. He also adds that he has only been taking topamax 50 mg in the 
morning and has not been taking an evening dose. ESR and CRP were only minimally elevated. 
ANA was negative. Lyme panel was ordered and is pending. Of note, patient was diagnosed with 
Bell's palsy resulting in left facial droop on June 12, 2021. He had a negative head CT at that time. 
He was treated with prednisone and his symptoms resolved after a week. 


COVID19 numb on left side of face due. slight bell's palsy. No treatment given was told by my Doctor that it 
BELL'S PALSY |VACCINE | 1519796-1 | should correct itself in time. as of today I still have numb feeling on the left side. with very little 

(COVID19) face drip and drooling. 

COVID19 On 6/30/21 patient had first covid-19 vaccination. Initially had typical immunization symptoms 
BELL'S PALSY | VACCINE | 1519801-1 (fatigue, chills, right art heaviness and headache). On 7/21/21- present day she developed 

(COVID19) ~ | symptoms starting Bell's Palsy (pain in top of head, right side facial dropping, difficulty speaking, 


difficulty closing right eye). She is still symptomatic today, taking valcyclovir and prednisone. 


COVID19 Brain fog began 7/23/2021, followed by short term memory loss and fatigue in the following days. 
BELL'S PALSY | VACCINE | 1519847-1 On 7/26/2021, right cheek began to have pins and needles feeling, followed by same feeling in 
(COVID19) ~~ | gums on right side and on tongue. By 7/27/2021, lost taste on majority of tongue, pins and 
needles/ numbness sensations have continued. Diagnosed with Bells Palsy 8/2/2021. 
COVID19 Initially, there was only a bit of arm soreness that lasted a week or so. Not sure if it is related or 
BELL'S PALSY | VACCINE | 1519896-1 not, but a couple of months later I was diagnosed with Bell's Palsy on the left side of my face. I 
(COVID19) ~~ | was given a weeks worth of valACYclovir and 2 weeks worth of predniSONE to treat. Still currently 
dealing with symptoms and it has not completely cleared up although there is some improvement. 
On 02-11-2021, I started to feel weird taste on the left side of my tongue which was very 
COVID19 bothersome. The weird taste on the left side of my tongue started on my first vaccine one day 
BELL'S PALSY | VACCINE | 1520170-1 before receiving my second vaccine. On 02-12-2021 I went to receive my second dose despite of 
(COVID19) ~~~ —_ | how I was feeling on the left side of my tongue and hours later, my whole face drooped. I went to 
the ER where I was diagnosed with Bell's Palsy. I also made an appointment to follow up with a 
neurologist. My symptoms of Bell's palsy lasted only three weeks. 


COVID19 A few hours later after my second vaccine 02-12-2021, my whole face drooped. On 02-11-2021 I 
BELL'S PALSY | VACCINE was having a weird taste on the left side of my tongue. I went to the ER where I was diagnosed 
(COVID19) with Bell's Palsy. I made a follow up appointment with a neurologist. My symptoms of Bell's palsy 
only lasted three weeks. 


COVID19 This was the Phitzer - second dose on 06/06/2021. On July 27th i developed Bells Palsey. I have 
BELL'S PALSY | VACCINE | 1520274-1 | not been sick or had any virus. I have not have COVID at all. I was unaware the vaccine could 
(COVID19) cause this. Very miserable. Affecting my job and life. 
Bell's Palsy; This spontaneous case was reported by a consumer and describes the occurrence of 
BELL'S PALSY (Bell's Palsy) in an adult male patient who received mMRNA-1273 (Moderna COVID-19 
Vaccine) for COVID-19 vaccination. Concurrent medical conditions included Blood pressure high 
and Hypercholesterolemia. On 01-Apr-2021, the patient received first dose of MRNA-1273 
COVID19 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 30-Apr-2021, received second 
BELL'S PALSY | VACCINE dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 
(COVID19) dosage form. In 2021, the patient experienced BELL'S PALSY (Bell's Palsy) (Seriousness criterion 
medically significant). At the time of the report, BELL'S PALSY (Bell's Palsy) had not resolved. The 
patient was given steroids as treatment medication. The patient was on blood pressure and 
cholesterol medicine.; Sender's Comments: Based on the current available information and 
temporal association between the use of the product and the start date of the event, a causal 
relationship cannot be excluded. 
"And then ""immediately"" developed Bell's Palsy; This is a spontaneous report from a contactable 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
dose of the vaccine. Patient was treated with Prednisone and it did clear up, she didn't have it 
anymore because she took all of it. Patient did not undergo any lab test. The outcome of Event was 
recovered on an unspecified date in 2021." 


consumer (patient). A 64-years-old female patient received bnt162b2 (PFIZER-BIONTECH COVID- 
Bell's Palsy; This is a spontaneous report from a contactable consumer (husband) via Pfizer 
sponsored program Pfizer regulatory authority. A female patient of an unspecified age received 
bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VAC-CINE, Formulation: Solution for injection, Lot 
number: Unknown), via an unspecified route of administration on an unspecified date in May2021 
as dose 2, single for COVID-19 immunisation. The patient medical history and concomitant 
medications were not reported. On 30May2021, the patient was affected by Bell's Palsy. This was 
COVID19 exactly after 2 weeks after her 2nd Pfizer COVID shot. Patient previously took bnt162b2 (PFIZER- 
BELL'S PALSY | VACCINE | 1522016-1 BIONTECH COVID-19 mRNA VACCINE, Formulation: Solution for injection, Lot number: Unknown), 
(COVID19) ~~~ | via an unspecified route of administration on an unspecified date as dose 1, single for COVID-19 
immunisation and no reaction were reported. The reporter wrote to you previously as well, but 
reporter did not receive any reply from your side. Yesterday, reporter contacted the Neurologist 
and he suggested reporter to write to you again informing about the situation. It seems to be an 
acute Bell's Palsy and reporter requested to take this matter on an urgent basis. The outcome of 


19 VACCINE, Solution for injection, Batch/Lot number: AM9810, Expiration date: Jun2021) via an 
unspecified route of administration in left arm on 8Mar2021 10:00 (at the of 64-years-old) as first 
dose single for COVID-19 immunization. No medical history and concomitant medications were 
reported. Patient had no other vaccinations the same day as her Pfizer COVID-19 vaccine. Patient 
did not receive any other vaccines within 4 weeks prior to the COVID vaccine. On an unspecified 
date in Mar2021, the patient experienced Bell's palsy symptoms a day or two after getting her first 
the event was unknown at the time of reporting. The lot number for the vaccine, [BNT162B2], was 
not provided and will be requested during follow up.; Sender's Comments: Linked Report(s) : US- 
PFIZER INC-202100953159 Same reporter/ drug/ event for different patients 


Symptoms E VAERS ID Adverse Event Description 


bell's Palsy; she experienced swelling of her left underarm where she got her shot.; 
Lymphadenopathy; experienced facial swelling (left side of her face); This is a spontaneous report 
from a non-contactable physician via Medical Information Team. A 41-years-old female patient 
received BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; Solution for injection, 
Batch/Lot number: unknown, Expiration date: unknown), via an unspecified route of administration 
in the left arm on an unspecified date in Jan 2021 as dose 1, single for COVID-19 immunization. 
Medical history included covid-19 from Jul2020 to an unknown date. The patient's concomitant 
medications were not reported. The patient got her first dose of the Pfizer Covid 19 vaccine back in 
Jan and after her first dose On an unspecified date patient experienced swelling of her left 
COVID19 underarm where she got her shot. Stated it was lymphadenopathy. patient also experienced facial 
BELL' swelling (left side of her face) and bell's Palsy. she went to her doctor and she was given 


LES PALSY coubie Prednisone 50mg for 5 days as she was diagnosed of bells Palsy. patient wanted more information 


specific to Bells Palsy and patient was asking if she could get the second dose of the vaccine. The 
clinical outcome for the events was unknown. No follow-up attempts are possible. Information 
about lot/batch number cannot been obtained. No further information is expected. ; Sender's 
Comments: based on the strong temporal relationship the events bells palsy , 
lymphadenopathy,facial swelling and the suspect vaccine BNT162B2 cannot be ruled out 
completely. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as 
part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data 
for adverse events. Any safety concern identified as part of this review, as well as any appropriate 
action in response, will be promptly notified to RAs, Ethics Committees, and Investigators, as 
appropriate. 


Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 68-year-old 
male patient received bnti62b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, Solution for 
injection, Batch/Lot Number: EN6200), dose 1 via an unspecified route of administration, 
administered in Arm Left on 22Feb2021 at 10:00 (at the age of 68-year-old) as dose 1, single for 
COVID-19 immunization. The patient medical history was not reported. Concomitant medication(s) 
included lisinopril 20 mg and atorvastatin 10 mg both were taken for an unspecified indication, 
COVID19 start and stop date were not reported (Other medications in two weeks). Patient did not receive 


ELL’S PALSY | VACCINE other vaccine in four weeks. Prior to vaccination, the patient was not diagnosed with COVID-19. 
(COVID19) Post vaccination, the patient had not been tested for COVID-19. Had no known allergies. Facility 

type vaccine: Doctor's office/urgent care. Other vaccine same date product: Pfizer COVID 19 
vaccine, on 22Feb2021, dose number: 2 administered in Left arm. On 25Jul2021 21:00, patient 
experienced bells palsy. Patient visited Emergency room/department or urgent care for event. The 
patient underwent lab tests and procedures which included blood work, Ct scan and x-rays with 
unknown results on unspecified date. Therapeutic measures were taken as a result of bells palsy. 
The outcome of event was recovering. 


B ' 
Bell's palsy; This is a spontaneous report from a contactable other HCP. This 23-year-old non- 
pregnant nurse reported for herself that she received the second dose of BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE; Solution for injection; Lot number: unknown) via an unspecified 
route of administration on 01Feb2021 at 08:30 as dose 2 on left arm, single for COVID-19 
immunization. The medical history of the patient and medications received in last two weeks were 
reported as none. The patient had no known allergies, was not diagnosed with COVID-19 prior to 
vaccination, had not been tested for covid-19 since vaccination and did not receive any other 
vaccines within 4 weeks prior to the COVID vaccine. The patient's concomitant medications were 
not reported. The patient previously received the first dose of BNT162B2 (PFIZER-BIONTECH 

COVID19 COVID-19 VACCINE; Solution for injection; Lot number: unknown) via an unspecified route of 

BELL'S PALSY |VACCINE administration on an unknown date at single dose for COVID-19 immunization. On 10Apr2021 at 

(COVID19) 07:00 AM the patient experienced Bell's palsy. The event resulted in physician office and 
emergency room visit. Therapeutic measures were received with 14 day course of prednisone, 
valacyclovir and eyedrops. The patient recovered/resolved with sequel. The device date was 
28Jul2021. Information about Batch/Lot number was requested.; Sender's Comments: Based on 
the information in the case report, a possible causal relationship between the event Bell's Palsy 
and suspect drug BNT162B2 cannot be excluded. The impact of this report on the benefit/risk 
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including 
the review and analysis of aggregate data for adverse events. Any safety concern identified as part 


of this review, as well as any appropriate action in response, will be promptly notified to regulatory 
authorities, Ethics Committees, and Investigators, as appropriate. 


COVID19 
BELL'S PALSY | VACCINE | 1522703-1 | Patient developed L sided numbness, bells palsy on 8/1 - current. no other sx 
(COVID19) 
COVID19 si ; NE . P 
7 days after receiving the COVID 19 Pfizer shot, I develop Bells Palsy. I didn't have any issues prior 
BELLS PALSY | cine to the shot. Now my left side of my face is paralyze 
(COVID19) y y pales: 
COVID19 
BELL'S PALSY | VACCINE | 1522882-1 | Bells Palsy - facial paralysis 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1523075-1 | On May 5th I was diagnosed with Bell's Palsy. 
(COVID19) 


History of Bell's palsy first episode 25 years ago most recent episode November 15, 2019 was seen 
COVID19 in urgent care. In March, 6 days after receiving second dose of the Phizer COVID-19 vaccine, 
BELL'S PALSY | VACCINE developed recurrence of Bell's palsy on the left side of face. Initially had significant pain and 
(COVID19) progressively lost function of left side of face, numbness, and some slight eye lid drooping. 10 day 
prednisone treatment. Symptoms decreased and majority of face functions returned within two 


weeks. 


COVID19 I was immediately dizzy and light headed after vaccination which has continued off and on until 
BELL'S PALSY | VACCINE | 1523254-1 | present. On 7/26/21 the left side of my tongue went numb. On 8/2/21 I had full blown Bell?s palsy 
(COVID19) which required an emergency room visit and CT scan. 


COVID19 
BELL'S PALSY | VACCINE Patient Developed Bells Palsy on 7/27/21. 
(COVID19) 


Symptoms es VAERS 1D Adverse Event Description 


7/12/2021 -- Cannot move muscle from left side: eyelid cannot close, cannot smile, difficulty 
COVID19 speaking, and severe pain behind ear on the left side. Visited family physician and received MRI to 
BELL'S PALSY | VACCINE | 1523678-1 exclude stroke as probable cause. Doctor gave initial diagnose as Bell's Palsy 7/13/2021--visited a 
(COVID19) “| specialist (Otolaryngology) to confirm Bell's Palsy diagnose 7/13/2021--received steroid 
treatement 7/21/2021--ENoG showed 20% damage to nerve 7/28/2021 -- recovered to 40% 


based 


COVID19 
BELL'S PALSY | VACCINE 2 days later, severe headache, 3 days later lip drooping, 4 days later diagnosed with Bell's Palsy. 
(COVID19) 


Did not receive the second dose and received the first dose on 26FEB2021; pain under his right 
ear, his eye, and jawline; a loss of taste; couldn't move the right side of face as he couldn't eat 
lunch that day / Food kept falling out of his mouth; pain under his right ear, his eye, and jawline; 
pain in jawline; Bell's Palsy; This spontaneous case was reported by a consumer and describes the 
occurrence of BELL'S PALSY (Bell's Palsy) and FACIAL PARALYSIS (couldn't move the right side of 
face as he couldn't eat lunch that day / Food kept falling out of his mouth) in a 30-year-old male 
patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 014M20A) for COVID- 
19 vaccination. The occurrence of additional non-serious events is detailed below. No rmedical 
history was reported. On 26-Feb-2021, the patient received first dose of MRNA-1273 (Moderna 
COVID-19 Vaccine) (unknown route) 1 dosage form. On 21-Mar-2021, the patient experienced 
BELL'S PALSY (Bell's Palsy) (Seriousness criterion medically significant). On an unknown date, the 
patient experienced OFF LABEL USE (Did not receive the second dose and received the first dose 
on 26FEB2021), EAR PAIN (pain under his right ear, his eye, and jawline), AGEUSIA (a loss of 
taste), FACIAL PARALYSIS (couldn't move the right side of face as he couldn't eat lunch that day / 
Food kept falling out of his mouth) (seriousness criterion medically significant), EYE PAIN (pain 
under his right ear, his eye, and jawline) and PAIN IN JAW (pain in jawline). The patient was 
COVID19 treated with PREDNISONE at a dose of 60 mg and VALACICLOVIR HYDROCHLORIDE (VALTREX) at 
BELL' 


a dose of Tablet. At the time of the report, BELL'S PALSY (Bell's Palsy) and OFF LABEL USE (Did not 

ERTAS CODIO dosni receive the second dose and received the first dose on 26FEB2021) had resolved and EAR PAIN 
(pain under his right ear, his eye, and jawline), AGEUSIA (a loss of taste), FACIAL PARALYSIS 
(couldn't move the right side of face as he couldn't eat lunch that day / Food kept falling out of his 
mouth), EYE PAIN (pain under his right ear, his eye, and jawline) and PAIN IN JAW (pain in 
jawline) outcome was unknown. DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis 
if available): In 2021, Blood glucose: normal (normal) Normal. In 2021, Blood pressure 
measurement: normal (normal) Normal. The action taken with mRNA-1273 (Moderna COVID-19 
Vaccine) (Unknown) was unknown. No concomitant medications were reported. Patient did not 
receive a second dose and inquired about receiving a second dose. One week before receiving the 
second dose (not clear if patient has received the second dose), he got Bell's Palsy. He never had 
Bell's Palsy ever before.He had strength in both arms. He was prescribed the following medications 
prednisone 60 mg which was tapered by taking 10 mg less per day for an 8 day regimen. However, 
he was not sure if it was accurate. After a month or so, the majority of his face has recovered. He 
stated that he does not have any other side effects and has fully recovered at this point. Based on 
the current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded.; Sender's Comments: Based on 
the current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded. 


COVID19 
BELL'S PALSY |VACCINE | 1525784-1 | Systemic: Bell's Palsy-Medium 
(COVID19) 


Developed left facial numbness for 2 hour duration. I checked into the ED as the symptoms I had 
COVID19 resembled a stroke. Iam a Hospital pharmacist by background. I did not have facial drooping, 
BELL'S PALSY |VACCINE | 1526917-1 | slurring of speech, or muscle weakness.. Only Left facial numbness lasting two hours. This 


(COVID19) phenomena repeated itself once weekly for 2 more occasions and began 3 weeks post vaccine #2. 
I now recognize what transpired was Bells Palsy or a mild version of Guillen Barre 


Bell's palsy; Hypoaesthesia; Injected limb mobility decreased; Muscular weakness; Paraesthesia; 
Injection site swelling; This regulatory authority case was reported by an other health care 
professional and describes the occurrence of BELL'S PALSY (Bell's palsy) in a 59-year-old female 
patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 0352c21a) for COVID- 
19 vaccination. The occurrence of additional non-serious events is detailed below. The patient's 
past medical history included Meniere's disease. Concurrent medical conditions included Shellfish 
allergy, Bee sting, Drug allergy (aspirin), Penicillin allergy and Adhesive tape allergy. Concomitant 
products included IBUPROFEN, VITAMIN C [ASCORBIC ACID] and MULTIVITAMINS [VITAMINS 
NOS] for an unknown indication. On 19-May-2021, the patient received first dose of MRNA-1273 
(Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 16-Jun-2021, received second 
dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 
dosage form. On 16-Jun-2021, the patient experienced BELL'S PALSY (Bell's palsy) (seriousness 
COVID19 criterion medically significant), HYPOAESTHESIA (Hypoaesthesia), INJECTED LIMB MOBILITY 
BELL'S PALSY | VACCINE | 1528187-1 | DECREASED (Injected limb mobility decreased), MUSCULAR WEAKNESS (Muscular weakness), 
(COVID19) PARAESTHESIA (Paraesthesia) and INJECTION SITE SWELLING (Injection site swelling). At the 
time of the report, BELL'S PALSY (Bell's palsy), HYPOAESTHESIA (Hypoaesthesia), INJECTED LIMB 
MOBILITY DECREASED (Injected limb mobility decreased), MUSCULAR WEAKNESS (Muscular 
weakness), PARAESTHESIA (Paraesthesia) and INJECTION SITE SWELLING (Injection site swelling) 
had not resolved. DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): 
On 16-Jun-2021, Computerised tomogram head: abnormal (abnormal) diagnosed with bells palsy. 
On 19-Jul-2021, Computerised tomogram: abnormal (abnormal) abnormal. For mRNA-1273 
(Moderna COVID-19 Vaccine) (Unknown), the reporter did not provide any causality assessments. 
No treatment information was provided. Patient was diagnosed with bells palsy and patient will see 


a neurologist. Based on the current available information and temporal association between the 
use of the product and the start date of the events, a causal relationship cannot be excluded.; 
Sender's Comments: Based on the current available information and temporal association between 
the use of the product and the start date of the events, a causal relationship cannot be excluded. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy; Anaphylactic reaction; This is a spontaneous report from a non-contactable consumer 
(patient) via a Pfizer sponsored program. (Patient reported for self). A female patient of an 
unspecified age received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; 
Formulation: solution for injection, Batch/Lot number was not reported) via an unspecified route of 
administration on an unspecified date as dose 1, single dose for COVID-19 immunisation. The 
patient medical history and concomitant medications were not reported. Caller stated that she had 
several medication allergies (possibly to thiosulfate) and trying to determine if those anaphylactic 
reaction to those medication; predispose her to have a reaction with the Pfizer COVID-19 vaccine. 
The patient experienced anaphylactic reaction and Bell's palsy on unspecified dates. The patient 
COVID19 stated, her pharmacist told her to call Pfizer and give medications she was allergic to and to check 
BELL'S PALSY | VACCINE on any cross reaction. The patient stated he had a side effect after the first dose of the vaccine. 
(COVID19) Should she get the second dose?, the patient queried stating, what if she had an anaphylactic 
reaction after the first does? Response given from (LAB-1457-10.0 Revised: 25Jun2021) under 
section 4 CONTRAINDICATIONS. Patient was referred to speak to her healthcare provider about the 
risks of the vaccine. Patient stated, the overlapping ingredient that was found in the mediations 
she was allergic to and Pfizer COVID-19 vaccine was polyethylene glycol; would that predispose 
the patient to having an anaphylactic reaction? the patient queried. For further queries, the patient 
was guided to PI on pfizer.com (FACT sheet for HCPs, Recipients and the PI). The outcome of the 
events was unknown. No follow-up attempts are possible; information about lot/batch number 


cannot be obtained.; Sender's Comments: Linked Report(s) : US-PFIZER INC-202100954802 same 
reporter/ drug, different AE/ patient; US-PFIZER INC-202100954801 same reporter/ drug, different 
AE/ patient 


On 3/12/21 I began to have facial drooping to the left side of my mouth being unable to drink for a 
COVID19 cup or straw. That progressed over night and then my left eye began to droop. On the 3/13 my 
BELL'S PALSY | VACCINE | 1528600-1 speech became very garbled and I sought emergent care at ER facility. I was dx with Bells Palsy 
(COVID19) ~~~ | and given tx of steroids and antiviral medication. My blood sugars elevated and I missed work on 
3/14/. My speech was garbled and symptoms lasted 3 weeks before slowing resolving and at this 


time I still suffer with eye twitching. 


First day after vaccine left arm numb and tingling, severe headache, fluish, fatigue, on 05/17/2021 
yearly OB/GYN appointment. Pap smear results were candida but no symptoms of infection. 
Started amoxicillin 05/24/2021 UTI and Strep B Also in conjunction my primary care diagnosis was 

COVID19 : : : : A 

i acute vaccine allergic reaction. Steroid shot to try and slow vaccine effects Bell?s palsy for two 
BELL'S PALSY |VACCINE 1528667-1 . P b . f : 

(COVID19) weeks left side of face, conditions worsening. Extreme chest pain leading to pneumonia and then 
bronchitis. Every 4-5 days intestinal cramping and feels like my bowels are falling out Dizzy spells, 
fainting, random nausea and occasional vomiting, small rashes that come and go, extreme 


shortness of breath from the beginning 


COVID19 Ringing started in right ear 2 weeks after 2nd shot. Three weeks after 2nd shot I go Bells Palsy 
BELL'S PALSY |VACCINE | 1528792-1 | (never had before) that lasted 3 weeks. It went away but ringing in the right ear continues to this 
(COVID19) day and migraines got more frequent. 
COVID19 
BELL'S PALSY | VACCINE 1528919-1 | Bells Palsy 
sues ony (COVID19) smn 


COVID19 Got Bells Palsy 1 month and 9 days after my 2nd dose of vaccine. Was not sick before I got Bells 
BELL'S PALSY | VACCINE | 1529357-1 | Palsy. No signs of infection or viral infection. Not stressed out. No reasons why I got Bells Palsy, 
(COVID19) only thing different in my life was the vaccine. 


Systemic: Bell's Palsy-Mild, Systemic: Confusion-Severe, Systemic: Flushed / Sweating-Severe, 
Systemic: Numbness (specify: facial area, extremities)-Medium, Systemic: Weakness-Medium, 
COVID19 Additional Details: Approximately 5 minutes after receiving the Pfizer covid vaccine, the patient's 
BELL'S PALSY | VACCINE | 1531303-1 mother reported that the patient was having a reaction the vaccine. Upon examination, the patient 
(COVID19) ~~~ | was sweating profusely, complained of feeling numbness/tingling in her hands and appeared 
severly disoriented. After approximately 30 minutes she felt well enough to be transported to 
urgent care to be examined. Several hours later that day, the patient returned to the pharmacy 


with no issue. 


COVID19 
BELL'S PALSY | VACCINE she has been diagnosed with bell's palsy. she was told that it would be temporoary. 
(COVID19) 


32 y.o. female with no significant PMH presenting with chest pain, lightheadedness, dyspnea on 
exertion.. Patient reports that a month ago she started experiencing a headache around the time 
of her first COVID vaccination (~7/11/21). She then visited her doctor Wednesday 07/28. She was 
started on fioricet for headache treatment. She got her last dose of the vaccination, Sunday 08/01, 
and on Monday (8/2/21) started to experience facial numbness, left arm and hand numbness. She 
went to hospital and was diagnosed with Bell's Palsy and started on prednisone. The next day she 
started to have chest pain. She described the chest pain as a pressure, as if someone was sitting 
COVID19 on her chest, substernal in location without any radiation or alleviating/exacerbating factors. The 
BELL'S PALSY 


VACCINE | 1531891-1 | chest pain persisted over the next two days which prompted her to come to the ER on 8/5/21. In 

(COVID19) addition to the chest pain she endorses significant lightheadedness. She stated that it happens 
whenever she gets up to move, example going to the bathroom). No syncopal events. She denies 
any nausea, vomiting, melena, BRBPR, or hematemesis. She is on her menstrual cycle currently 
and says that she is not having heavier vaginal bleeding. Also having shortness of breath which is 
mild at rest but also worsened with exertion. Lastly did started to notice spontaneous bruising on 
her arms over the past two weeks without clear trauma. Denies fevers, chills, dysuria, urinary 
urgency, cough, abdominal pain, diarrhea, rashes. She is undergoing diagnosis with a presumptive 
diagnosis of Microangiopathic hemolytic anemia likely 2/2 to TTP, with PLASMIC score of 6. 


COVID19 Patient awoke that morning with slurred speech , right side of face drooping, tongue feels tingly, 
BELL'S PALSY | VACCINE | 1531901-1 | right arm feels heavy. Face felt heavy and when drinking fluid it ran out of her mouth,. Mother took 
(COVID19) her to Urgent Care and they diagnosed her with Bell's Palsy. 


Pfizer BioNTech COVID-19 Vaccine EUA: Bell's Palsy Patient received Pfizer COVID-19 Vaccine on 
COVID19 7/15/2021. Patient presented to the ED on 7/29/2021 at 1248 with a right-sided facial droop. 
BELL'S PALSY | VACCINE Physical exam: PERRL. EOMI without nystagmus. Facial sensation intact in V1-V3 distributions. 


(COVID19) Uvula and palate raise is symmetrical. Tongue protrusion is midline. Normal shoulder shrug 


bilaterally. Patient with right-sided facial droop. Decreased right-sided eyebrow raise. Patient 
treated with prednisone and Lacri-lube. 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


patient presented to emergency room with left sided facial weakness. Symptoms were reported to 
have started around 0600 the day following the vaccination. Diagnosis was made for Bell's Palsy. 
Prescriptions given for Prednisone 50 mg daily x 5 days and Acyclovir 400 mg 5xdaily for 10 days 


Vaccine Saat 
Symptoms Typa? | VAERS ID Adverse Event Description 
COVID19 
BELL'S PALSY |VACCINE Bell?s palsy 
(COVID19) 


1st shot standard side effects, low fever, chills, lethargic for several days. The constant feeling of 
tiredness came and went after that. No immediate side effects to second shot. When went to 
doctor for physical because was still lethargic and having chills at night and running fever on and 
off of 99-100 Blood screen showed slightly higher than normal Alkaline Phosphate numbers 138 
and several abnormal items in urine screen which would indicate urinary tract infection. Primary 
prescribed Ciprofloxin and 4 days into the treatment a rash (later diagnosed from biopsy as 
Perivascular Dermatitis) began from head down arms and through torso and lower abdomen. Dr 
prescribes Prednisone for two weeks in separate packs. 60 mg 4 days, then step down. That did 
not work and then second week 60,50,40,30,20,10. That did nothing,. When cortiosteroid wore off 
numerous autoimmune issues arose. Arthritis in both ankles and finger, high liver enzymes and 
Alkaline Phopshates shot up to 198 indicating liver issues, dry mouth and tear ducts, rash got 
worse and bells Palsy set in causing droop in left side of face. MRI, 2 cat scans showed no 
Neurological issues and most rheumatological disorders were ruled out. Dr. put allergic reaction to 
Ciprofloxin as cause but attributed without certainty the autoimmune response potentially from 
vaccine. Have taken Ciprofloxin in past without allergic reaction. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


(COVID19) 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE 
peusonsr (COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1536289-1 | Patient was diagnosed with Bell's Palsy on August 6th 
psicsonsr (COVID19) sum 
COVID19 Diagnosed with Bell's Palsy. Complete loss of motor skills and movement on left side of face. 
BELL'S PALSY | VACCINE | 1536877-1 Unable to close left eye, unable to raise left eye brow, zero lip movement. Overall, total loss of 
(COVID19) ~~~ | control over lower cranial facial nerve. Prescribed with anti-viral and steroid. Recovery at about 
95% of movement on August 9th, 2021. 


Patient reports approximately 1 week +/1 day after receiving her first Moderna COVID-19 
COVID19 vaccination she began to feel a tingling/numb sensation on her tongue. The following day when 
BELL'S PALSY |VACCINE | 1537150-1 | she awoke she had complete paralysis of one half of her face. Patient then went to see PCP where 


treatment were given and doctor advised to watch symptoms. On 8/7/2021 I had bad headache on 
the right side and a strong pain under the right side of the ear. 


Patient received her second Moderna vaccine on 3/18/21 and then her monthly Actemra infusion 
for her RA on 4/1/21. The weekend after (4/3-4/4/21) her Actemra infusion (which incidently she 
has been doing for 3 years monthly without side effects), she developed right-sided Bell's Palsy. 
When it did not improve, she went to the ER at the local hospital on 4/12/21 and the diagnosis was 
confirmed and she was started on Valtrex even though the symptoms had been present over 5 
days. I last saw patient in follow-up on 7/23/21 and while she has had some improvement, she still 
cannot smile on the right or fully close her eye on the right side. 


bells palsy on right side of face 


Facial paralysis on the left side of the face. Numbness on the left side of the face. Pressure under 
COVID19 the left ear, eye, chin, and can't smile 100%. Hear heartbeat in the left ear. All those happened on 
BELL'S PALSY | VACCINE 8/3/2021. I went to the urgent care and they advise to go to the emergency. I went to the 
emergency and they said they are not 100% sure what this is but I might got bell's palsy. No 


(COVID19) she was informed she had developed Bells Palsy. Patient is currently being treated with high dose 
steroids as well as valacyclovir. 


Symptoms ees VAERS 1D Adverse Event Description 


BELL'S PALSY |VACCINE 


COVID19 


(COVID19) 


COVID19 


BELL'S PALSY |VACCINE 


(COVID19) 


1540469-1 


Day 1: Within a few minutes of left arm injection of Pfizer vaccine my fingers go numb on left 
hand. Several minutes later my right leg gets a slight numb feeling. A few minutes later while I'm 
still at the vaccination site, the right side of my face starts to go numb and I experience muscle 
tightness like my jaw is clenching. During this the nurse who injected me apologizes repeatedly 
saying she only wanted to help people. Nurses observe me for Bell's and discuss the possible use 
of a steroid. I am told that I may have a sensitive nervous system and a strong immune system as 
this is happening. The nurses suggest I go to my doctor, then urgent care, and finally the ER in an 
ambulance. My mom who was also vaccinated starts crying. I decline. The head nurse/researcher 
from hospital says instead she will call me every 30 minutes. My shoulder where I was injected 
gets increasingly sore through the night. Day 2: The feeling comes back to my fingers about 24 
hours later and the pain went away at the injection site by 36 hours. On the second night, I got 
severe abdominal gas pain like a stabbing sensation. I was nauseated and pain was so severe I 
couldn't even move. Briefly had a strange metallic taste in mouth. My right side leg and face 
remain numb. Day 3: Stomach pain is gone. My calf and the back of quad began to get occasional 
shooting pain if I walked quickly or went up/down stairs. By the end of the night sensation and 
muscle strength suddenly came back to my face and my right leg. I feel a strange sensation in my 
sinsues and chest like the last days of a cold. Day 4: My knees became red and very painful. I had 
trouble sleeping as a result of the pain. My calf and quad continue to experience pain when walking 
fast, driving (calf muscle is used to press the gas and brake pedals), and using stairs. By end of 
day noticed left knee was much more red and red line going from knee to ankle. Day 5: Woke up 
and immediately felt some numbness and weakness on right side of face, covering a larger area 
than originally. This time from the eyelid to chin and nose to ear instead of just over the 
cheekbone. Numbness is less than previously, but covering a much larger area of the face. Similar 
feeling to sleeping on a part of your body, but the numbness does not pass. Mild pain was also 
observed in a lower section of left calf muscle for first time. Knees feel better than previous day, 
but knees remain red with a red line going down to ankle. Doctor prescribed high-dose prednisone. 
Doctor indicates that delaying steroid treatment puts me at risk of permanent damage, recurrent 
Bell's Palsy and potentially even Guillain-Barre. He says these conditions are known to be caused 
by vaccines. Pharmacist agrees with doctor and advises to take prednisone immediately. The nerve 
pain in my legs is increasing and the feeling of Bell's Palsy is getting more intense in my face. After 
discussing side effects with friends and family, I decide to take prednisone. Day 6: I am taking 
50mg prednisone for 5 days. I make a big breakfast with milk and take my first pill before 6 am. I 
haven't gotten much sleep, but I feel a lot of energy. My face feels much better with none of the 
numb paresthesia sensation right now. My legs are still painful from the ankles to the knees. My 
mood feels good, but otherwise don't feel any side effects. Day 7: Having trouble sleeping from 
severe pain in legs and knees. Prednisone is making it hard to get sleepy. I am experiencing 
extreme anxiety, racing heart and am unable to sleep at all. By the afternoon my leg pain is much 
less than the night before, but still present. The nerves on the side of the knee going to the back 
are very sensitive. My right and left hands have a strange almost carpal tunnel sensation going 
down the pinky side. My appointment with the neurologist does not produce many answers and 
she seems confused by the transcience of my symptoms. Symptoms become noticeably more 
severe at night with pain shooting up from my shins to lower thighs with every step I take. I am 
concerned that nerve pain is gradually going up higher on my legs. I try desperately to sleep all 
day. I am able to finally dose off late at night in a recliner. Day 8: I wake up feeling great after 
finally getting some sleep. I don't notice any pain at first and am relieved, but then as I walk to the 
bathroom and kitchen, the initial numb feeling I had a week ago starts to return to my right cheek 
and right calf muscle. Vine-like nerve pain is starting to return to my shins and calves with every 
step I take. I quickly make a big breakfast and take 50mg prednisone knowing I will probably 
struggle to sleep again. I put on classical music to try to lower my anxiety. It's been a week now 
and I just want to get back to my life. By afternoon my face begins to feel better and the pain in 
my legs is more manageable, but still noticeable and present. Initially going down stairs I have to 
hold a railing and when doing my laundry I choose to sit instead of stand, but as afternoon 
approaches I feel less pain. At night I notice occassional shooting pains across sides of head. I 
decide to drink water and try to relax by watching a movie. At night I notice a cough and tickle in 
chest. Throughout the week I have noticed that some paresthesia/neuralgia occurs almost like an 
echo after I've been griping/pressing against something tightly (steering wheel/doorknob) or 
leaning against something. It happens on both my hands and legs. Day 9: Wake up with mild 
numbness all over right side of face again, observe mild but greatly reduced nerve pain in legs. 
Some nerve pain remains around the back of the knee and the shins. This is my 4th day on 
prednisone. I've noticed an occaional cough starting last night. The tickle in the chest is gradually 
becoming more irritating. The echo pain continues in my hands like when I grab a doorknob tightly 
or hold my smartphone. Sensation it reminds me of is carpal tunnel or arthritis. Driving at night I 
notice that bright headlights are hurting my eyes. Day 10: Wake up with similar mild facial 
numbness and mild nerve pain around knees. I take a 5th prednisone pill. Chest tickles a little but 
not too bad. The past two days the pain has been much more manageable. I'm not sure how big of 
a role prednisone is playing in alleviating the paresthesia, but I will find out in the coming days 
without it. After my shower I notice that the left leg has a lot of redness and stinging pain. Knee 
and top of foot is very red with red line running from foot to knee. Right leg has some redness but 
it is much less pronounced, becoming more painful toward the evening. Mild numbness of the face 
is felt throughout the day and into night. My eyelid feels more paresthesia. When I laugh I notice 
that my jaw hurts around the lower part of my ear. I'm still noticing that bright lights are 
unbearable at night. I don't know if this is related to prednisone or something else. Day 11: 
Relieved to wake up with full feeling in my face in the morning and no more pain in jaw/under ear. 
My legs start hurting while I am standing on them to make breakfast or take a shower. I try to 
take a colder shower as the warm water hitting my legs hurts. The left leg is much worse than the 
right. As the afternoon goes on my hands start going numb. The knuckle joints might be swollen. I 
wonder if my joints are swelling and cutting off circulation? Appointment with allergist is very 
good, she says she has seen many patients with similar adverse effects after covid vaccination. 
She does not believe it is an allergic reaction and usually sends patients to a neurologist, but 
admits there may not be anyone within Northwell Health specializing on this reaction to the 
vaccine. Allergist says she will try to find me a neurologist and schedule blood work. At night the 
pain and swelling in my hands is intense and I am repeatedly losing sensation in my hands. I drink 
lots of water as I believe it helps a little. 


1540645-1 | Bell's Palsy 
COVID19 

BELL'S PALSY | VACCINE | 1540985-1 | Developed Bells Palsy approximately 10-12 days after vaccine. 
COVID19 


Symptoms ee VAERS 1D Adverse Event Description 


COVID19 . . : fos, ai ee : 
BELL'S PALSY |VACCINE | 1541370-1 Severe pain, Bells Palsy like symptoms, allergic reaction requiring medication, pain with moving 


(COVID19) muscles in left upper extremity 


COVID19 
BELL'S PALSY |VACCINE | 1544848-1 | mild right sided Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1545057-1 | Bells Palsy 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE Developed Bell's Palsy, Diagnosed at a Medical Facility. 
(COVID19) 


Diagnosed with Bell's Palsy, second week of July. Given Anti-virals, and Steroid (prednisone) for 
one week. Full recovery after 3.5 weeks 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 Pain in neck started 2 days after getting vaccine, Face started drooping 6 days later. Thought it 
BELL'S PALSY |VACCINE | 1549683-1 | was a stroke. Went to the emergency room. Stroke was ruled out and diagnosed with Bells Palsy. 


Patient developed severe Bell's Palsy beginning approximately 8 days after 2nd dose of Pfizer 
COVID19 vaccination. Patient with near complete paralysis of left facial nerve. Unable to close eye. 


(COVID19) Still have 90 days later. 


COVID19 
BELL'S PALSY |VACCINE | 1550183-1 | Bill Palsey 
(COVID19) 


i COVID19 Patient described having facial numbness and droop along with increased drooling. Patient 
BELL'S PALSY |VACCINE . : : 3 é ane 
(COVID19) described as having a history of Bells Palsy and described side effects as similar. 


COVID19 
BELL'S PALSY | VACCINE | 1553711-1 | Bell's Palsy, left sided facial involvement 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1553752-1 | Bells Palsy, right side of face 
(COVID19) 


"I received the J&J vaccine May 14th.. May 20 I started with severe ear pain. (thought I was 
getting a ear infection) was leaving May 21st for another state. On Saturday May 21st, I was 
driving and I said to my husband, ""I can't feel half my face"" I went to take a drink and it went 
down the front of me. I couldn't shut my eye, my face was drooping, can see out of my eye but 
everything is blurry, I had sharp pains behind my ear and a ear ache and my speech was slurred. I 
waited to call my doctor back home on Monday morning. I was scared had no idea what was 
happening to me. Monday was also my birthday. She ordered me to go to the ER as she thought 
maybe I had a stroke. So I spent my birthday in the ER. They did a CT scan, x-rays, bloodwork 
and EKG. They ruled out a stoke. The dr. said I had Bells Palsy, ""it is a known side effect to the 
covid vaccine" and should go away within 2 days to two weeks. He prescribed Acyclovir and 
Prednisone and Symptoms seemed to get worse. The sever pain behind my ear was horrible. The 
dr. told me I could up my Gabapentin to 4-6 pills a day for the pain. We cut a vacation short by a 
seen my doctors and they sent me for more bloodwork thinking maybe it was Lyme's disease. Did 
1553760-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


couple of days because I wanted to see my doctors back home for the pain. It wasn't normal! I 
that and that was negative. Then ordered a MRI to see if anything was wrong. It came back that I 
had Bells palsy, I also have a enlarged lymph node and inflamed nerve. She then recommended 
my to a Neurologist. The Neuro doctor ordered another MRI for a couple of week ahead as well as 
a CT scan of the chest, told me to see a eye doctor, and more bloodwork. I have seen a eye doctor 
and she says it's normal for me to have blurred vision with Bells palsy and my vision should 
eventually come back. My regular doctor also added a CT scan of the abdomen area to rule out 
cancer or anything else. Both the CT scans came back normal for my age, no cancer cells. The MRI 
came back the same as first one. On July 19th I had a Spinal Tap. I'm still awaiting all the results. 
As of today, I still have slurred speech, blurred vision, I get tired fast, have no energy, my pain 
behind the ear comes and goes. When my pain is real bad my speech worsens, still have a droopy 
face but not as bad as it was. I get dizzy to the point I feel like I'm drunk. I spend half of the day 
in bed because I can't move, I have had what the neurologist says is ""blackout pain"" Where the 
pain is so sever your body just shuts down and I can't move. I've had to have my daughter or 
husband help me up because I have no strength to move. This is all so scary for me, stressful. I 
am emotionally, mentally, physically drained! I am not working." 


COVID19 — l 
BELL'S PALSY | VACCINE | 1554077-1 bells palsy symptoms facial numbness and tinging going down LT side and down arm, headaches, 
(COVID19) affected vision 


08/10 - Patient (me) noticed difficulty blinking, chewing, smiling. General paralysis in the left side 
COVID19 of their face. 08/11 - Patient visits outpatient Dr. and is diagnosed with Bell's Palsy. Dr. prescribes 
BELL'S PALSY |VACCINE | 1554348-1 | 6-day course of 80mg daily Prednisone. 08/11 to present - Patient is taking the medication. The 

(COVID19) severity of the sequelae ahs not noticeably changed, but Patient notes a sensitivity to sound in his 


left ear. 


COVID19 

BELL'S PALSY |VACCINE Bells Palsey Left side of face paralyzed for 3 to 4 weeks 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE 1554482-1 Bell's Palsu 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE 1554485-1 Bell's Palsy 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE Bell's palsy 
(COVID19) 


COVID19 I started having symptoms on July 25th. I had trouble eating and swelling. My face started to 
BELL'S PALSY | VACCINE droop. I thought it was a stroke. I went to the ER. They treatment me four hours. They did a CT 


eS bd 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 1558146-1 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 1558297-1 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 1569185-1 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 1571052-1 
(COVID19) 


COVID19 

BELL'S PALSY |VACCINE | 1571055-1 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 1571086-1 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 1574122-1 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 1574221-1 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 1574318-1 
(COVID19) 


COVID19 

BELL'S PALSY |VACCINE | 1574329-1 
(COVID19) 
COVID19 

BELL'S PALSY |VACCINE | 1574614-1 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 1574662-1 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE | 1577864-1 


After the first shot I got all of the side effects mentioned. 103 temp for 5 days, nausea, dizziness, 
aches and pains and so on. For the next month following the first shot I was very fatigued even 
when the primary symptoms subsided. I then get the second shot on July 15th 2021. This is where 
things got very bad for me. A few days after the second shot I had a 100 degree temp. Then, 
about 4 days after the second shot the right side of my face started loosing mobility. I contact the 
doctor after a few days of it getting worse and was given prednisone since I had gotten Bells Palsy 
in the right side of my face. I took a 5 day dose of prednisone. The bells palsy started to get a little 
better with the steroid then I began getting extreme pain throughout my body. It felt like my 
nerves were on fire or had boils all over them. I couldn't describe the pain. I was unable to sleep 
because of it. The pain started at my feet and I could barely walk. It worked up through my legs, 
back into my neck then head. It was extreme and lasted for about a week. I thought this was a 
side effect and rode it out. Then about a week after the pain started I woke up and the pain was 
mostly gone. I felt pretty well other than dull aches in my neck. That same day, and into the next 
the left side of my face started loosing mobility. I then developed Bells Palsy in the left side of my 
face. I reached out to a doctor again, and he said 'this must be neurological and we need cat 
scans’. He did not want to entertain this could have been from the vaccine. He asked that I get 
blood work so I did. After a few days, my face got far worse. I contacted the doctors again and 
requested a different doctor who prescribed another round of prednisone. I was also sent to get 
more blood taken for mono and shingles. I'm almost complete with the second round of 
prednisone. The Bells Palsy is mostly cleared up now. I'd say it's about 90% recovered. I received 
my blood work and tested positive for shingles since it must have reactivated chicken pox from 
when I was a kid. I was also tested positive for lyme antibodies even though I have not been bit by 
any ticks and I was 100% indoors for work at home during the time. Lyme antibodies is likely a 
false positive in my blood work with all of the other issues I was experiencing due to the vaccine. 
My cholesterol is also elevated now because of the prednisone that I've had to take twice. I had no 
cognitive disorders with all of these issues. Prior to getting the vaccine I've been in perfect health 
with no medical issues. Symptoms: Bells Palsy twice - Left / Right side of face Shingles activated 
from having chicken pox as a kid Up to 103 temp for an extended period of time Nausea Dizziness 
Falling over Weakness Extreme Pain Headaches 


Nerve pain under eyes. Bells Palsey 


contacted the pharmacy on 5/17/21 and informed them that she had been hospitalized on 5/14/21 
and diagnosed with Bells Palsy. She stated she had completed a VAERS report. The pharmacist 
advised her not to get a second dose of Moderna at that time. She had been prescribed 
prednisone. On 8/13/21 contacted the pharmacy and reported that she had returned to the 
hospital on 5/31/21 and had been diagnosed with Ramsay Hunt Syndrome. She states she 
continues to have ear pain and reports an increase in headaches. 


Diagnosed with Bell's Palsy on 4/27/21 with symptoms of weakening of muscles on left side of face 
and numbness of tongue. Recovered from Bell's Palsy within 3 weeks. High fever on 6/2/21 with 
muscle weakness, skin sensitivity to touch, tremors in hands and legs and light headedness. Seen 
at emergency on 6/2 and received negative COVID-19 test. Recovered from all symptoms except 
light headeness and muscle weakness in legs. Referred to neurologist. Received EMG test on 7/21 
and diagnosed with Guillain-Barre. Muscle weakness in legs persists to present day as does light 
headedness. Mobility is significant reduced. Can still walk but it is difficult to climb stairs and 
walking speed is about 30-50% normal speed. 


Pain and Bell?s palsy on right side of face can?t smile and teary eyes 


Bell?s Palsy with severe headache & severe dizziness for more than 2 months.Dizziness was so 
severe that even lying down in bed & turning from side to side ,I got dizzy. This is 6 months since 
it occurred & my full eye blinking has not return & slight facial droop & decrease sensation on the 
affected side of face still present. 


Dropping of face Trouble talking Heart racing Fears blood clots Bad headache Ending result after 2 
times in ER is I now have Bells Palsy 


Development of Bell's Palsy 


Obtained Bells Palsy for the second time after the second vaccination 


Bell's Palsy- right side. Drooping started in eyebrow, progressed to mouth and cheek. went to 
urgent care 4/6/2021, prescribed prednisone and rest, sent home. 


7/16/21 0200 sharp pain in neck, and throat. 0700 right eye won?t close, mouth not responding 
on right side , tongue deviated to the right. Right side of face unresponsive to movement. Pain in 
right ear, ringing in right ear, pain behind right ear along with right neck and jaw pain. ER visit. 
Diagnosis: Bell?s Palsy. 


Bell?s Palsy 


Patient had first COVID vaccine shot on 4/22/21. Throughout the month she felt stuffiness in the 
left sinus passages. On 5/18/21 she developed pain in the left ear and jaw area. On 5/20/21 she 
had second COVID vaccine shot. On 5/21/21 she developed jaw/ear pain worsened and she 
developed left arm pain. On 5/22/21 she developed left numbness/tingling and left facial 
numbness/tingling. On 5/24/21 she went to the ER for left facial drooping. She had MRI brain 
which did not show evidence and stroke and she was diagnosed with Bell's palsy. A week later she 
noticed numbness/tingling in the right hand and shortly after in the feet. She developed 
imbalance. Symptoms seemed to plateau after 2 weeks. On 6/28/21 she had an EMG/NCS which 
confirmed diagnosed of Guillain Barre Syndrome (GBS). Given relatively mild and improving 
symptoms she was not treated with IVIG. It is unclear if the COVID vaccine was related to the 


Guillian barre/ Bell?s palsy, roughly 8 days after second dose. 4 months later and I still have 


BELL'S PALSY 
BELL'S PALSY 


BELL'S PALSY 
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COVID19 
VACCINE 
(COVID19) 


1578414-1 


1578587-1 


1579186-1 


1579215-1 


1582401-1 


1586533-1 
1586753-1 


1586858-1 


1586975-1 


1587361-1 
1587413-1 
1588551-1 


1591676-1 
1591793-1 


Immediately after 2nd dose, severe, debilitating arm/shoulder/neck pain x3days. 7 weeks after 
2nd dose, Bell's palsy, Ramsay-Hunt Syndrome, (both left side). Treatment: High dose steroids, 
antiviral. NOTE: Received 2nd Shingles vaccine 2 weeks (Feb. 16th), after Moderna 2nd dose. Bell's 
and Ramsay-Hunt 3 weeks after second Shingrex. 


Bell's Palsy and Mental fog 


On 7/10/21 I started experiencing excruciating trigeminal right face nerve pain and facial 
dropping. Went to ER on 7/11/21 where I was accessed as stroke patient but diagnosed as 
bilateral bell's palsey after MRI and CT scan was done. I was admitted and all kinds of tests and 
labs were done that I can provide from medical records. I was discharged on 7/13/21 with 
prednisone to take. I had set back on 7/19/21 with the trigeminal nereve pain again and went to 
medical facility where I was advised by doctor to go to hospital. I went on 7/20/21 to the ER where 
I was then admitted as inpatient with bilateral bell's palsey and trigeminal nerve damage. i was 
inpatient until discharged on 7/28/21. while there MRI, CT scan, chest CT, all kinds blood work and 
lab were done. Every test possible was done for the bell’ s palsey and all were negative. I was 
diagnosed with bilateral bell's palsey, guillian barre syndrome and the CT chest showed a new left 
brest nodule. All side effects from the Pfizer vaccine. I was told by the neuro team that they only 
had 1 case in research they could compare me to and that I was extremely rare case. I was given 
IVIG treatment and I was discharged on 7/28/21 and sent home with prednisone and trileptal for 
the trygeminal nerve pain. On 7/30/21 I had severe allergic reaction to the trileptal medication and 
was taken back to ER where an ambulance then transported me back to another medical facility. I 
was admitted and discharged on 8/1/21 an medication changed to cymbalta. I have all medical 
records needed that i can provide. s 


Bell's Palsy - swelling of 7th cranial nerve 


Woke up the week end of June 26th not able to close my jaw, thought it was TMJ, went to the 
dentist on June 28th. On July 10 food was accumulating in my right jaw, I had to use my finger to 
remove it. I started talking like I have been to the dentist with nonvaccine. The whole right side of 
my face was dropping so I went to the emergency room thinking I was having a stoke. They 
diagnosed it as Bell's Palsy. To this day 8/18 my right side of my face has numbness. 


I got Bells Palsy. Although the doctor thought I was exposed to a virus, he believed it wasn't 
vaccine related due to the time which passed since my final vaccine. I however have not been ill. 
The only virus I?ve been exposed to is with the vaccine. I am currently taking Prednisone (60 mg) 
once a day and Valacyclovir HCL (1 GM) three times a day. I have since went to the Kaiser 
emergency room for worsening Bells Pasly symptoms and am waiting to follow up with my primary 
doctor. Up until this incident, I have been in good health. 


Pt developed facial spasms, tingling in her lips and right sided facial droop. She cannot close her 
right eye. She was diagnosed with Bell's Palsy 


Dizziness, stroke on right side of face, Bell's Palsy, erratic heart beat. 


Two weeks after being cleared of final injection, I developed Bell's Palsy. 


After 1st shot soar arm a few days swollen knot several days and rash. 2nd shot soar arm , knot, 
still have rash from 1st shot not a color but can feel it . And 3 days after 2nd shot also had chest 
pains on and off a couple of days . Then no more pains but still have rash on arm . shots were 
4/121/21 and 5/12/21 Since all this in July started feeling sick to stomach headaches everyday 
then July 31st woke up paralysis on left side of face Bells Palsy was diagnosed at ER . 


Right side facial paralysis. Diagnosed with Bells Palsy 


BELLS PALSY - CAME ON FAST (WOKE UP WITH IT), DIAGNOSED IN EMERGENCY ROOM AT 
HOSPITAL. WAS GIVEN PREDNISONE AND ACYCLOVIR - BOTH FOR 7 DAYS OF TREATMENT. FACIAL 
MOVEMENT WAS FULLY RESTORED WITHIN 5 WEEKS OF TREATMENT, BEGAN ACUPUNCTURE 
AFTER 2.5 WEEKS THROUGH RESTORATION OF FACIAL MOVEMENT. 


Patient developed House-Brackmann Grade VI (total paralysis) Bell's Palsy. No other explanation 
for this occurrence other than his recent vaccination. Currently under treatment with prednisone. 


After receiving the 2nd dose, I experienced a fever and chills. On January 28th 2021, I developed 
Bell's Palsy on the right side of my face. 


Facial drooping and paralysis started 8/5/21. Pt went to ER the following day (8/6/21) and was 
diagnosed with Bell's Palsy. Given steroid and valacyclovir. At time of report on 8/20/21, it has not 
completely resolved. We only were told because we called to remind him of his second dose 
appointment that would be this coming Monday. I (pharmacist) contacted Moderna to report. He 
has chosen not to get the second dose. 


Starting in spring of 2021 I noticed I would have an irregular heart rate when running, something I 
had not experienced prior. I also started having severe abdominal pain to the point I went to my 
PCP to inquire. It was not stated what the cause of this was, blood work was done everything 
looked OK and ultrasound was offered. I declined as I knew I would be told ?I don?t know what it 
is.? Sunday, August 1, 2021 I went to bed with ear pain in my right ear, a headache and a 
tightness in my neck. I woke up Monday, August 2, 2021 to the right side of my face being 
paralyzed. After going to the ER that day they diagnosed me with Bell?s palsy. Monday will be 
three weeks I have had it. I?m experiencing constant dizziness, nausea, pain in my ear & neck. 


I took the Pfizer vaccine on the morning of April 3, 2021. Four days later, I woke up and the left 
side of my face was numb. I contacted my primary care doctor and was directed to go to the ER 
due to medical concerns. After the doctor examined me, I was diagnosed with Bell's Palsy. I was 
prescribed prednisone 20 MG Tablets that I took 3 tabs daily for 7 days, then 2 tabs for 4 days, 

then 1 tab for 4 days then 1/2 tab for 4 days then stop. I also took 1 valacyclovir 1000MG tablet 


by mouth 3 times daily for 7 days. After completing the medication, I recovered 100%. 


Symptoms Te VAERS 1D Adverse Event Description 


About 5 minutes after the vaccine, my heart started feeling like it was pounding out of my chest. I 
looked at my exercise watch and my heart rate jumped all the way to about 145-150. It was 
pounding hard. I did some deep breathing and thought I was fine. They had me stay around for 
about 30 minutes. 15 minutes in, I started feeling poorly. I started having a tight chest and my 
throat kind of hurt. It felt very tight. I kind of just sat around for 10 more minutes. My blood sugar 
got up to the 300s. I then left and went to work and I realized something wasn't completely right. 
I was walking around at work and my heart rate was still jumping up to 150. About 6 or 7 hours 
later, I remember feeling extremely fatigued like someone just drained everything out of me. I felt 
out of it and a little dizzy. When I got home, I remember sitting on the couch and I was just feeling 
really sick. My whole body hurt. My heart rate was still up. My blood sugar dipped drastically 
around 40 points. It kept dropping. When I was home, I got a horrible migraine. That's when I felt 
something weird going on in my face. I didn't fully recognize it. I started having complete shivers 
and strong fatigue. The fatigue was so bad that I was passing out. I kept falling asleep. I had body 
aches and shivers, but no fever. I took some Tylenol and went to bed. I didn't get much sleep 
because I was waking up every other hour with my heart racing. It would be in the 130s. My body 
just felt completely drained. It was very painful. I realized something weird was going on with the 
COVID19 left side of my face. It was pins and needles. I was getting a headache that started on my left side. 
BELL'S PALSY | VACCINE I felt kind of numbness. I took the next day off work. On Friday, I woke up and my whole left side 
(COVID19) of my face still felt completely numb. I looked in the mirror and it was a little droopy. I felt like I 
was constantly frowning on one side of my face. On Saturday or Sunday, I felt like someone was 
jabbing a pencil in my temple on the left side of my face. It was completely painful to the point 
that I dropped down in pain. I couldn't really speak. I felt like I was speaking gibberish. It only 
lasted for a minute. I called my telehealth dr. He said I should be fine but that he doesn't really 
know anything. He didn't think it was that bad. That was concerning to me. I told myself that 
maybe it will get better. A week later, the facial pain was still there. I was still getting temple pain. 
It was coming on and off. I decided to call my 2nd doctor and they stated that they thought it was 
a mild case of bells palsy. I thought that it would kind of go away. However, now, 6 months later, I 
still have it. It is constant. The pain comes and goes. I constantly feel one side that feels heavier 
than the other. The left side of my face feels heavier than the right side. I realized that if I had 
high pain or anything, it would start on my left side and be worse on my left side. It has something 
to do with the nerves on the left side of my face. I told my doctor about it. My asthma and my 
allergies also got worse. I had to go on a prescription inhaler. I still sometimes get that tight 
feeling in my chest. The left side of my face is still numb and heavy. Every once in awhile I get that 


severe pins and needles pain. Every once in a while it feels like I'm frowning on that side of my 
face. I went to see my PCP a couple months afterwards. He prescribed me some allergy medicine 
and my inhaler. I'm thinking about seeing a neurologist. 


Document Nurse assessment, provided care and resident's response to care provided : Called to 
check on resident due to having a crooked smile and slurring her words. Assessment has patient 
COVID19 sitting in her recliner. She is alert and oriented. There is a definite right side of no movement, even 
BELL'S PALSY |VACCINE | 1592107-1 | with talking. Her right eye is not blinking, speech is slightly slurred. All grips are equal, her leg 


(COVID19) strength is equal. She denies HA or dizziness. Call was made to the daughter due to her unequal 
smile. It was decided to send her out to the hospital for possible stroke. She was later diagnosed 
with Bell's Palsy 


COVID19 
BELL'S PALSY | VACCINE | 1592350-1 | Facial paralysis, (Bells Palsy) Onset: 8/15 gradual paralysis to full paralysis by 8/17. 
(COVID19) 


"Patient reported feeling pain travelling down her left arm and up into her shoulder/neck 5 minutes 
COVID19 after receiving her vaccine. The pain then continued to increase in intensity and travelled into her 
BELL'S PALSY | VACCINE | 1592581-1 face. The patient was then encouraged to go to the emergency department (on-site), where she 
(COVID19) ~~~ | was evaluated. According to records, the providers in the emergency department noted 
""drooping"" of the left side of her face. A full stroke work up was completed with negative results. 


The patient was eventually diagnosed with Bells Palsy and was treated with prednisone." 


LEFT SCAPULA GETS A INTENSE PAIN; SHIN SPLINTS; WEIRD SORENESS UNDER TONGUE; 
TINGLING IN LIPS/WEIRD TINGLING UNDER TONGUE; BELLS PALSY; SWOLLEN FEET; CALVE 
TIGHTNESS STARTED IN LEFT CALF BUT MOVED TO AFFECT THE RIGHT CALF TOO; FACE 
TIGHTENING; EXTREME FATIGUE/TIRED; EXTREME WEAKNESS IN QUADS/LEGS; BURNING RASH 
ON FACE MOSTLY ON RIGHT BUT ON LEFT SOME ON BOTH CHEEKS AND WORSE ON THE RIGHT; 
COLD CHILLS THAT COME AND GO; IMMEDIATE ALLERGIC REACTION; TINGLING UP AND DOWN 
LEFT ARMS AND LEGS; This spontaneous report received from a patient concerned a 53 year old 
female, unspecified race and ethnicity. The patient's height, and weight were not reported. No past 
medical history or concurrent conditions were reported. The patient received covid-19 vaccine 
ad26.cov2.s (suspension for injection, route of admin not reported, batch number: 201A21A, and 
expiry: 21-SEP-2021) dose was not reported, 1 total administered on 09-AUG-2021 in left arm for 
prophylactic vaccination. No concomitant medications were reported. On 09-AUG-2021, the patient 
experienced an immediate allergic reaction within 5 minutes. She got a shot benadryl and steroids. 
Tingling went left hand up left arm and down left leg and Cold chills that come go suddenly. On 10- 
COVID19 AUG-2021, the patient experienced face tightening, calves feel really tight, extreme weakness in 
BELL'S PALSY | VACCINE | 1594362-1 | quads/legs, burning rash on face mostly on right but on left some on both cheeks and worse on 
(COVID19) the right and extreme fatigue/tired. On 11-AUG-2021, the patient experienced swollen feet. On 
12-AUG-2021, the patient experienced bells palsy. On 13-AUG-2021, the patient experienced shin 
splints, weird soreness under tongue, tingling in lips/weird tingling under tongue. On 14-AUG- 
2021, the patient experienced left scapula gets a intense pain. Treatment medications (dates 
unspecified) included: valaciclovir hydrochloride. The action taken with covid-19 vaccine 
ad26.cov2.s was not applicable. The patient recovered from swollen feet on 12-AUG-2021, and had 
not recovered from bells palsy, tingling up and down left arms and legs, extreme weakness in 
quads/legs, shin splints, burning rash on face mostly on right but on left some on both cheeks and 
worse on the right, extreme fatigue/tired, face tightening, weird soreness under tongue, cold chills 
that come and go, tingling in lips, left scapula gets a intense pain, immediate allergic reaction, and 
calves feel really tight. This report was serious (Other Medically Important Condition).; Sender's 
Comments: VO: 20210832652-covid-19 vaccine ad26.cov2.s -Bells palsy. This event(s) is 
considered unassessable. The event(s) has a compatible/suggestive temporal relationship, is 
unlabeled, and has unknown scientific plausibility. There is no information on any other factors 
potentially associated with the event(s). 


COVID19 
BELL'S PALSY |VACCINE | 1595980-1 | Bell?s palsy 
(COVID19) 


Symptoms ena VAERS 1D Adverse Event Description 


COVID19 I am not 100% certain whether vaccine was Pfizer (may have been Moderna). Patient presented to 
BELL'S PALSY | VACCINE | 1602726-1 | MY ED with signs and symptoms of Bell's palsy. These had developed over the previous 24 hours 
(COVID19) “~~~ | prior to presentation. She stated her vaccine (2nd dose) had been given within the last 7 days. 


She was diagnosed by me, and discharged on valtrex and prednisone. 


COVID19 
BELL'S PALSY | VACCINE | 1602729-1 | Bells Palsy Put on steroid by primary care doctor Affected right side of face 
(COVID19) 


Bell's Palsy two weeks after first dose of Moderna vaccine; Based on the current case data, this 
case has been classified as invalid. This spontaneous case was reported by a pharmacist and 
describes the occurrence of BELL'S PALSY (Bell's Palsy two weeks after first dose of Moderna 
vaccine) in a patient of an unknown age and gender who received mRNA-1273 (Moderna COVID- 
19 Vaccine) for COVID-19 vaccination. No Medical History information was reported. On an 
unknown date, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) 1 dosage form. On an unknown date, the patient experienced BELL'S PALSY (Bell's 
Palsy two weeks after first dose of Moderna vaccine). At the time of the report, BELL'S PALSY 
COVID19 i : . 
BELL'S PALSY |VACCINE | 1614813-1 (Bell's Palsy two weeks after first dose of Moderna vaccine) outcome was unknown. Not Provided 
(COVID19) ~~ | The action taken with MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For 
mMRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any 
causality assessments. Concomitant medication use was not reported. Treatment information was 
not reported. The reporter did not want to disclose any of the patient's personal information and 
wanted to know if other patients have developed Bell's Palsy after receiving the Moderna vaccine. 
The reporter also wanted to inquire about recommendations for the patient's second dose of the 


vaccine.; Sender's Comments: Based on the current available very limited information and 
temporal association between the use of the product and the start date of the event, a causal 
relationship cannot be excluded. 


COVID19 : oy ee . . . 
BELL'S PALSY | VACCINE | 1617390-1 oe e ean left a e complete paralysis of left face. Diagnosed with 

(COVID19) ell?s palsy. still have not recovere 

COVID19 
BELL'S PALSY | VACCINE | 1617545-1 | Face twitching like recovering from Bell?s Palsy every day since shot 

(COVID19) 

COVID19 Vertigo, shingles, Bells palsy. 2 weeks in currently and still experiencing all symptoms associated 
BELL'S PALSY | VACCINE 1617721-1 ith í á ` 

(COVID19) aed 

COVID19 
BELL'S PALSY | VACCINE 1617732-1 Bell's Palsy 

(COVID19) 


Bilateral Bells Palsy. I had vaccine shot on 3/5/21. I woke up on 3/22/21 with right sided facial 
COVID19 paralysis. Went to ER. 5 days later I also had paralysis on the left side of my face. It has been 5 
BELL'S PALSY | VACCINE | 1617814-1 | months and I still have left sided paralysis. I cannot close my mouth, close my left eye, cannot 
(COVID19) move my eyebrow,, drool, no gag reflex. I have lost 10 pounds since eating and drinking is 


difficult. 


This spontaneous case reported by a pharmacist, describes the occurrence of Bell's palsy (mild on 
left-side of the face) in a 37-year-old female patient who received MRNA-1273 (Moderna COVID- 
19 vaccine, batch# 038C21A) for COVID-19 immunization. No medical history reported. On May 
18, 2021, patient received the first dose of MRNA-1273 (Moderna COVID-19 vaccine), 
intramuscular; 1 dosage form. On May 19, 2021, after the mRNA-1273 (Moderna COVID-19 
COVID19 vaccine), patient experienced Bell's palsy (mild on left-side of the face). On May 21, 2021, Bell's 
BELL'S PALSY | VACCINE palsy (mild on left-side of the face) resolved. The action taken with mRNA-1273 (Moderna COVID- 
(COVID19) 19 vaccine), intramuscular: unknown. The reporter did not provide any causality assessments, 
concomitant medication or treatment information. Most recent follow-up information incorporated: 
On Jun 7, 2021: Additional information received: Patient demographics, product use and event 
details updated. Sender's comments: Based on the current available information and temporal 


association between the use of the product and the start date of the event, a causal relationship 
cannot be excluded. 


COVID19 
BELL'S PALSY | VACCINE | 1623955-1 | Bells Palsy, muscle pain, weight loss, loss of muscle mass 
(COVID19) 


When I woke up, I realized I was mumbling or not coming across clearly. I couldn't taste on the 
right side of my mouth. When I went to brush my teeth, the toothpaste and water wouldn't stay in 
my mouth. I looked in the mirror and noticed that right side of my face was not moving at all. I 
called my doctor, but nobody answered. My older brother came to my house and he looked at my 
COVID19 face. He thought it may have just been swelling. On Monday, I went to urgent care. The doctor I 
BELL'S PALSY | VACCINE saw used to work on a stroke unit in a hospital. She diagnosed me with Bell's Palsy and gave me 
(COVID19) prednisone. I saw my PCP, three days after I started the prednisone. She told me that there wasn't 
clear up. Two weeks after my appointment, I saw my doctor again and she gave me medicine to 


much she could do and I would have to wait it out. She said it could take 2 weeks to 6 months to 
help me sleep at night. Slowly, it started to get better. The beginning of August is when I felt that I 
was closer to being fully recovered. If looking for it, you can still notice that my smile isn't full and 
when I try to close my eyes, my eye remains slightly open. Overall, I feel much better. 


I was diagnosed with Bells Palsy on Jul 31st. Had to take two rounds of steroids, currently going 
through physical therapy and had a panic attack that got me to the ER as a result of first round of 
meds 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Started showing signs of having a stroke. Went to hospital and admitted as Stroke Alert. After 
further tests it was determined I had Bell's Palsy. 


Symptoms ees VAERS 1D Adverse Event Description 


BELL'S PALSY 


BELL'S PALSY 


BELL'S PALSY 
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(COVID19) 
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1632337-1 


1632388-1 
1632422-1 


1632471-1 


1632679-1 
1633127-1 


I started having mild on paying around 1:00 AM. I woke up and took some Tylenol. I 24 hours 
after getting the injection I had flu like symptoms. 48 hours after the injection I was dizzy and a 
little confused. I took a couple of Benadryl and intermittently traded my owl just with Tylenol. I 
drink a lot of fluids and Gatorade to try to remain hydrated and rested as much as I could. I woke 
up on 12/25/20 and felt a little better. That evening, I started feeling a little confused but was tired 
from playing with my kids and their new toys at Christmas. Tell my husband I was just going to go 
to bed. I woke up on 1226, covered in sweat and had difficulty ambulating informing my words. I 
was concerned I may have had a stroke. I didn?t recognize my children and couldn?t recall their 
names. I went to the emergency room and was told this 100% could NOT be a vaccine reaction 
and I was withdrawing from adderall. I take a 10 mg dose daily and it?s not uncommon for me to 
skip that for weeks at a time, I tried to explain that but again, nobody was allowed to come in the 
facility with me and I was having difficulty speaking. My blood pressure was 190s/89 ish and they 
did a ct of my head that was overall, unimpressive and clear. The reaction ended with me having 
Bell?s palsy approximately 10 days after the vaccine and on the same side I received my injection 
in. In between onset of sx. And the Bell?s palsy, my lips would go numb, intermittently and 
sometimes my right arm and right leg would turn inward, intermittently (like decorticating 
posturing). 


I developed Bell?s palsy on the left side of my face 


Bells Palsey 


Bell?s Palsy; drooping/weakness of muscles in left side of face. Numbness started evening of the 
27th and progressed to full unresponsiveness the next morning. As of 08/24/2021 some motion 
has been restored but not complete. 


Shot administration: 5/28 Episode of Bells Palsy: 6/10 No previous episodes before shot and none 
since shot 


1.5 day after vaccine my mouth didn't open then by 2nd day couldn't blink my eyes, and sharp 
pain in heck. 


Bells Palsy 


Developed gradually progressive facial asymmetry with facial numbness 24-36 hours after 
immunization. Seen in clinic the following week. MRI obtained and negative for CVA and started on 
prednisone for presumed Bell's Palsy. Slight improvement in facial asymmetry 1 week later 


PATIENT DEVELOP BELL'S PALSYNEXT DAY OF VACCINATION PRESCRIBE ANTIINFLAMATORY 


Double vision started 5 days before 2nd dose, Dr, new prescription with prism correction, weakness 
in eye muscle Bells palsy 6 days after 2nd dose, Dr, 2/18.21 prescribed Methylpredisolone, left side 
of face drawn down and trouble swallowing, second round of meds again on 5/29/21when 
symptoms became strong again. Some time during this time frame my ears began stopping up and 
popping. I will be seeing an ENT on 8/30/21.I have also seen an allergist to try to pinpoint the 
cause of these symptoms. The Bells Palsy continues to pull daily but particularly when talking too 
long or eating something cold like ice cream. 


Paralysis of the right side of my face, altered tastes Bells Palsy Prescriptions Prednisone 14 days 
Doxycycline 14 days Valtrex 7 days Paralysis was gone by 4 weeks 


BELLS PALSY DIAGNOSIS 


Bells Palsy 


received vaccine at external site 5/3/21 Had onset of Right facial weakness, diagnosis of Bell's 
Palsy on 5/23/21 


I developed Bell's Palsy. The right side of my face went completely limp. My eye would not close. I 
went to the ER at first, and they ruled out a stroke. My doctor put me on medication and eye drops 
to help my eye with closing. My mouth was drooping and I had problems with eating. My face looks 
like I had a face lift. My mouth is not exactly even, but I don't notice any other lingering issues. I 
would say that it took about 2 weeks for my eye to close. Getting my face back to normal was 
closer to 4 weeks time. 


Drooping mouth, eye, facial muscles on right side of face; diagnosed as Bell's Palsy 

Experienced wide spread rash and sought medical care initially on 4/1/21, : Diagnosed via biopsy 
on 4/16/21 as pityriasis rosea, possibly drug induced Diagnosed with Bell's Palsy 7/26/21 

bells palsy, given prednisone, symptoms of that went away after a couple of weeks but I stared to 


develop tingling in both hands and feet and lips and tip of tongue. this is still present to this day. 
have had blood work stress test, ekg. 


patient couldn't smile all the way, felt numb in the jaw area 


COVID19 
BELL'S PALSY | VACCINE | 1633367-1 | Bell's Palsy 


oo ff RL > ëE 
Symptoms tie Lee] Adverse Event Description 


COVID19 

BELL'S PALSY | VACCINE bells palsy- developed started on 2/4/21 
(COVID19) 

COVID19 

BELL'S PALSY | VACCINE 1636483-1 | bell's palsy 

(COVID19) 


Vaccine administered Wednesday 8/18/21. Patient reports he was fine on Wednesday. Thursday, he 
started to notice his right eye was dry but was tearing in order to rewet the eye. He was also 
experiencing coryza in his right nostril. Friday, he reported experiencing some pain towards the 
back of his head behind his ears and near his neck. On Saturday, he reported a little HA 
throughout the day, and still with coryza and tearing/dryness in the right eye. By Saturday PM, he 
COVID19 was still feeling ill with HA. He went to a facility and was tested for COVID; resulted negative and 
BELL'S PALSY | VACCINE | 1636508-1 | WƏS diagnosed with allergies and was told to take antihistamines. He went home, did not take any 
(COVID19) ~~ | meds. Sunday, he still had a HA and coryza. He called out of work for Monday. Upon awakening 
and drinking some orange juice, he spilled some orange juice on himself. His wife asked him if he 
was ok, to which he replied yes. His wife then alerted him that he was possibly having a stroke, 
and that his face was drooping on the right side. He and his wife rushed to ED where he was 
diagnosed with Bell?s Palsy and was told that it was likely due to his recent vaccination. He was 


referred to neurology who then ordered an MRi and physical therapy. He was told that his droop 
will probably resolve in 30-60 days depending on therapy but that it is likely temporary. 


Pt. states that after receiving the ist dose of Moderna 05/02/2021, started experiencing symptoms 
COVID19 05/30/2021 of Swelling in the arm, arm pain, numbness in the leg (right side), Right side of the 
BELL'S PALSY |VACCINE | 1636800-1 | face numbness 08/03/2021 (Sweeks_Bells palsy). Tingling in the right foot, pain in the neck 
(COVID19) moving up to the right cheek. Primary visit 08/03/2021 recommended MRI preformed 08/03/2021. 


Has lost feeling along the right side of the face still occurring. 


COVID19 
BELL'S PALSY | VACCINE | 1636969-1 | Stroke symptoms with a diagnosis of Bell's Palsy with right side face paralysis 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1637835-1 | onset of Bells Palsey 
(COVID19) 


COVID19 Systemic: Bell's Palsy-Mild, Additional Details: Husband reported consultation with neurologist 
BELL'S PALSY | VACCINE | 1640676-1 yesterday. After patient explained loss of taste that had just recently resolved, and some drooping 
(COVID19) ~~~ ~ | ofthe face that had resolved earlier, doctor concluded that patient had Bell's Palsy after receiving 


Janssen vaccine. 


COVID19 
BELL'S PALSY | VACCINE | 1641007-1 | Patient Diagnosed with Bells Palsy , numbness to left side of face 
(COVID19) 


past medical history of anxiety, brain mass, chronic mixed headache syndrome, and a VP shunt 
placed in 2005 presenting with moderate headache that began 4 days ago, with a gradual onset, 
that is currently persistent. Patient also informed me that she received the Pfizer vaccine on 
8/19/21 and she is since subsequently had drooping of the left eyelid, stuttering of her speech, but 

COVID19 no slurred speech. Patient also endorses left-sided weakness worse in the lower extremity when 

BELL'S PALSY | VACCINE compared to upper extremity. Patient has also been having persistent chronic headache, in which 

(COVID19) she takes baclofen, Fioricet, lorazepam, Norco and tramadol for pain. Patient has a history of a VP 
shunt and she denies any visual changes at this time. The patient has had similar headaches in the 
past, however this 1 is unable to be controlled with her prescription medication. 
Diagnosis/Assessment/Plan 1. Left-sided Bell's palsy 2. Headache 3. Nausea 4. Slurred speech 5. 
Left-sided weakness 6. Vaccine reaction 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1642860-1 | Bells Palsey 
(COVID19) 


Patient thought she was having a stroke and was diagnosed with Bell's Palsy on the left side of her 
face; This spontaneous case was reported by a consumer (subsequently medically confirmed) and 
describes the occurrence of BELL'S PALSY (Patient thought she was having a stroke and was 
diagnosed with Bell's Palsy on the left side of her face) in a 41-year-old female patient who 
received MRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. No Medical History 
information was reported. On an unknown date, the patient received first dose of MRNA-1273 
(Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 15-Jul-2021, the patient 
experienced BELL'S PALSY (Patient thought she was having a stroke and was diagnosed with Bell's 
report, BELL'S PALSY (Patient thought she was having a stroke and was diagnosed with Bell's Palsy 
1644370-1 


Bell palsy Thursday the whole right side of his face was numb 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Palsy on the left side of her face) (seriousness criterion medically significant). At the time of the 
on the left side of her face) was resolving. The action taken with MRNA-1273 (Moderna COVID-19 
Vaccine) (Unknown) was unknown. Treatment medications included steroids and an eye cream. 
Concomitant medications were not provided. Patient thought she got first vaccine on 30-JUN-2021 
or during the ist week of July 2021. On 15-JUL-2021, she thought she was having a stroke, went 
to the emergency room and was diagnosed with Bell's Palsy on the left side of her face. Her left 
eye was not closing all the way and would not blink at same pace as the right eye. She told that it 
had gotten better but it was not back to 100 percent. Company comment: Based on the current 
available information and temporal association between the use of the product and the start date 
of the event, a causal relationship cannot be excluded.; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the start date 
of the event, a causal relationship cannot be excluded. 


Symptoms ees VAERS 1D Adverse Event Description 


bell's palsy after the vaccine; Based on the current case data, this case has been classified as 
invalid. This spontaneous case was reported by a consumer and describes the occurrence of BELL'S 
PALSY (bell's palsy after the vaccine) in a patient of an unknown age and gender who received 
mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. No Medical History 
information was reported. On an unknown date, the patient received dose of mRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an unknown date, the patient experienced 
COVID19 BELL'S PALSY (bell's palsy after the vaccine) (seriousness criterion medically significant). At the 
BELL'S PALSY |VACCINE | 1644389-1 | time of the report, BELL'S PALSY (bell's palsy after the vaccine) outcome was unknown. The action 
(COVID19) taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. Patient's 
friend reported that patient experienced bell's palsy after the Moderna vaccine. No concomitant 
medications were provided by the reporter. No treatment information was provided by the reporter. 
Company Comment: Very limited information regarding this event/s has been provided at this 


time. Patient age and gender not reported. Further information has been requested.; Sender's 
Comments: Very limited information regarding this event/s has been provided at this time. Patient 
age and gender not reported. Further information has been requested. 


caused me a lot of grief in speaking; this has been brutal; contracted Bell's Palsy; face was 
deformed; This spontaneous case was reported by a consumer and describes the occurrence of 
BELL'S PALSY (contracted Bell's Palsy), DEFORMITY (face was deformed), GRIEF REACTION 
(caused me a lot of grief in speaking) and FEELING ABNORMAL (this has been brutal) in a 59-year- 
old male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 027A21A and 
030M20A) for COVID-19 vaccination. No Medical History information was reported. On 10-Feb- 
2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 
1 dosage form. On 12-Mar-2021, received second dose of mRNA-1273 (Moderna COVID-19 
experienced BELL'S PALSY (contracted Bell's Palsy) (seriousness criteria disability and medically 
1644404-1 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 22-Mar-2021, the patient 
significant). 22-Mar-2021, the patient experienced DEFORMITY (face was deformed) (seriousness 
criterion medically significant). On an unknown date, the patient experienced GRIEF REACTION 
(caused me a lot of grief in speaking) (seriousness criterion medically significant) and FEELING 
ABNORMAL (this has been brutal) (seriousness criterion medically significant). At the time of the 
report, BELL'S PALSY (contracted Bell's Palsy), DEFORMITY (face was deformed), GRIEF REACTION 
(caused me a lot of grief in speaking) and FEELING ABNORMAL (this has been brutal) outcome was 
unknown. Concomitant medication were not reported. Treatment medication were not reported. 
Based on the current available information and temporal association between the use of the 
product and the start date of the events, a causal relationship cannot be excluded.; Sender's 
Comments: Based on the current available information and temporal association between the use 
of the product and the start date of the events, a causal relationship cannot be excluded. 


available information and temporal association between the use of the product and the start date 
of the events, a causal relationship cannot be excluded.; Sender's Comments: Based on the 
current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded. 


small dots were mildly itchy; rash of small undefined 2 to 5 inches in diameter (didn't have distinct 
edges) red patches, all over patient's body, predominantly in torso, but also in arms, hands and 
legs,a small rash right above stomach on chest; fever, symptoms associated with the fever; Bell's 
palsy on left side of face, a mild to moderate bell's palsy; Partial Paralysis; rash of small undefined 
2 to 5 inches in diameter (didn't have distinct edges) red patches, all over patient's body, 
predominantly in torso, but also in arms, hands and legs,small dots were not raised; This 
spontaneous case was reported by a consumer and describes the occurrence of BELL'S PALSY 
(Bell's palsy on left side of face, a mild to moderate bell's palsy) in a 46-year-old male patient who 
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 030B21A and 020B21A) for COVID- 
19 vaccination. The occurrence of additional non-serious events is detailed below. Concomitant 
products included EZETIMIBE for an unknown indication. On 03-Apr-2021, the patient received first 
dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 03-May- 
2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage 
was changed to 1 dosage form. On 02-Aug-2021, the patient experienced BELL'S PALSY (Bell's 
palsy on left side of face, a mild to moderate bell's palsy) (seriousness criterion medically 
significant) and PARALYSIS (Partial Paralysis). On an unknown date, the patient experienced 
ERYTHEMA (rash of small undefined 2 to 5 inches in diameter (didn't have distinct edges) red 
BELL'S PALSY e 1644410-1 patches, all over patient's body, predominantly in torso, but also in arms, hands and legs,small 
(COVID19) ~~~ | dots were not raised), PRURITUS (small dots were mildly itchy), RASH (rash of small undefined 2 
to 5 inches in diameter (didn't have distinct edges) red patches, all over patient's body, 
predominantly in torso, but also in arms, hands and legs,a small rash right above stomach on 
chest) and PYREXIA (fever, symptoms associated with the fever). At the time of the report, BELL'S 
PALSY (Bell's palsy on left side of face, a mild to moderate bell's palsy), PARALYSIS (Partial 
Paralysis), ERYTHEMA (rash of small undefined 2 to 5 inches in diameter (didn't have distinct 
edges) red patches, all over patient's body, predominantly in torso, but also in arms, hands and 
legs,small dots were not raised), PRURITUS (small dots were mildly itchy), RASH (rash of small 
undefined 2 to 5 inches in diameter (didn't have distinct edges) red patches, all over patient's 
body, predominantly in torso, but also in arms, hands and legs,a small rash right above stomach 
on chest) and PYREXIA (fever, symptoms associated with the fever) outcome was unknown. 
DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): On 30-Jun-2021, 
SARS-CoV-2 test: negative (Negative) negative for COVID 19. The patient stated that the bumps 
did not respond to allergy medication or antihistamines. Company comment: Based on the current 


Symptoms ees VAERS 1D Adverse Event Description 


Tinnitus in her ear; May have had an ear infection; Said the pain might have came from a different 
area in the neck.; stated all the left side of her face started drooping/Her mouth was drooping/eye 
was drooping, her eyebrow was drooping/couldn't move my eyebrows/ couldn't shut her eyes, 
couldn't smile on that side.; I was like paralyzed; Bells palsy; couldn't shut my eyes couldn't shut 
her eyes, She states that it was also extremely painful, had horrible pain for 3 weeks; it was also 
extremely painful/still has pain but she healed pretty good, her face is almost back to normal; This 
spontaneous case was reported by a consumer and describes the occurrence of FACIAL PARALYSIS 
(stated all the left side of her face started drooping/Her mouth was drooping/eye was drooping, 
her eyebrow was drooping/couldn't move my eyebrows/ couldn't shut her eyes, couldn't smile on 
that side.), PARALYSIS (I was like paralyzed) and BELL'S PALSY (Bells palsy) in a 70-year-old 
female patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 002B21A and 
011M20A) for COVID-19 vaccination. The occurrence of additional non-serious events is detailed 
below. Concomitant products included LORAZEPAM (ATIVAN), FLUOXETINE HYDROCHLORIDE 
(PROZAC), FAMOTIDINE (PEPCID [FAMOTIDINE]) and MECLIZINE HCL for an unknown indication. 
On 15-Feb-2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) 1 dosage form. On 15-Mar-2021, received second dose of MRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. On 14-Apr-2021, the 
patient experienced FACIAL PARALYSIS (stated all the left side of her face started drooping/Her 
mouth was drooping/eye was drooping, her eyebrow was drooping/couldn't move my eyebrows/ 
couldn't shut her eyes, couldn't smile on that side.) (seriousness criterion medically significant), 
PARALYSIS (I was like paralyzed) (seriousness criterion medically significant), BELL'S PALSY (Bells 
palsy) (Seriousness criterion medically significant), EYE PAIN (couldn't shut my eyes couldn't shut 
her eyes, She states that it was also extremely painful, had horrible pain for 3 weeks) and FACIAL 
COVID19 PAIN (it was also extremely painful/still has pain but she healed pretty good, her face is almost 
BELL'S PALSY | VACCINE | 1644621-1 | back to normal). On an unknown date, the patient experienced TINNITUS (Tinnitus in her ear), 
(COVID19) EAR INFECTION (May have had an ear infection) and NECK PAIN (Said the pain might have came 
from a different area in the neck.). At the time of the report, FACIAL PARALYSIS (stated all the left 
side of her face started drooping/Her mouth was drooping/eye was drooping, her eyebrow was 
drooping/couldn't move my eyebrows/ couldn't shut her eyes, couldn't smile on that side.), 
PARALYSIS (I was like paralyzed), BELL'S PALSY (Bells palsy), EYE PAIN (couldn't shut my eyes 
couldn't shut her eyes, She states that it was also extremely painful, had horrible pain for 3 
weeks), FACIAL PAIN (it was also extremely painful/still has pain but she healed pretty good, her 
face is almost back to normal), TINNITUS (Tinnitus in her ear), EAR INFECTION (May have had an 
ear infection) and NECK PAIN (Said the pain might have came from a different area in the neck.) 
outcome was unknown. Patient reported that she experienced left side of her face started 
drooping,mouth was drooping, eye was drooping, eyebrow was drooping. She was like Paralyzed, 
couldn't move her eyebrows, couldn't shut her eyes, couldn't smile on that side. Patient states that 
it was extremely painful and she had horrible pain for 3 weeks. Patient received steroid pills for 10 
days, Pain medicines and antibiotics as a treatment. Patient done with neck x ray not results are 
not available. Company Comment This case concerns a 70-year-old female with serious 
unexpected events of facial paralysis, paralysis, and Bell's palsy, as well as non-serious eye pain, 
facial pain, tinnitus, ear infection, and neck pain. Event onset 30 days after second dose mRNA- 
1273. Based on current available information and temporal association between the use of the 
product and the start date of the event, a causal relationship cannot be excluded.; Sender's 
Comments: This case concerns a 70-year-old female with serious unexpected events of facial 


paralysis, paralysis, and Bell's palsy, as well as non-serious eye pain, facial pain, tinnitus, ear 
infection, and neck pain. Event onset 30 days after second dose MRNA-1273. Based on current 
available information and temporal association between the use of the product and the start date 
of the event, a causal relationship cannot be excluded. 


Bell's palsy; Based on the current case data, this case has been classified as invalid. This 
spontaneous case was reported by a consumer and describes the occurrence of BELL'S PALSY 
(Bell's palsy) in a patient of an unknown age and gender who received MRNA-1273 (Moderna 
COVID-19 Vaccine) for COVID-19 vaccination. No Medical History information was reported. On an 
unknown date, the patient received dose of MRNA-1273 (Moderna COVID-19 Vaccine) (unknown 
route) 1 dosage form. On an unknown date, the patient experienced BELL'S PALSY (Bell's palsy) 

COVID19 (seriousness criterion medically significant). At the time of the report, BELL'S PALSY (Bell's palsy) 

BELL'S PALSY | VACCINE | 1645192-1 outcome was unknown. The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) 

(COVID19) ~~~ | (Unknown) was unknown. No relevant concomitant medication information provided. No relevant 
treatment medication information provided. Company Comment : Reportedly the patient developed 
Bell's palsy after vaccination. In the setting of a likely temporal association between the use of the 
product and the onset of the event, a causal relationship cannot be excluded. Additional 
information has been requested. This case was linked to MOD-2021-288145 (Patient Link).; 
Sender's Comments: Reportedly the patient developed Bell's palsy after vaccination. In the setting 
of a likely temporal association between the use of the product and the onset of the event, a 
causal relationship cannot be excluded. Additional information has been requested. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy; felt like he was having a stroke; paralysis of the left side of his face/whole left side of 
his face was drooping; mouth went numb; This spontaneous case was reported by a consumer 
(subsequently medically confirmed) and describes the occurrence of BELL'S PALSY (Bell's Palsy), 
CEREBROVASCULAR ACCIDENT (felt like he was having a stroke) and FACIAL PARALYSIS (paralysis 
of the left side of his face/whole left side of his face was drooping) in a 69-year-old male patient 
who received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 030A21A and 015M20A) for 
COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. 
Concomitant products included VITAMINS NOS, AMLODIPINE and ESCITALOPRAM for an unknown 
indication, ROSUVASTATIN CALCIUM (CRESTOR). On 14-Feb-2021, the patient received first dose 
of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 14-Mar-2021, 
received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was 
changed to 1 dosage form. On 08-May-2021, the patient experienced BELL'S PALSY (Bell's Palsy) 
(seriousness criteria hospitalization and medically significant), CEREBROVASCULAR ACCIDENT (felt 
like he was having a stroke) (seriousness criterion medically significant), FACIAL PARALYSIS 
(paralysis of the left side of his face/whole left side of his face was drooping) (seriousness criterion 
medically significant) and HYPOAESTHESIA ORAL (mouth went numb). The patient was 
hospitalized for 1 day until 09-May-2021 due to BELL'S PALSY. The patient was treated with 
PREDNISONE at a dose of 60 mg for one week. At the time of the report, BELL'S PALSY (Bell's 
Palsy), CEREBROVASCULAR ACCIDENT (felt like he was having a stroke), FACIAL PARALYSIS 
(paralysis of the left side of his face/whole left side of his face was drooping) and HYPOAESTHESIA 
ORAL (mouth went numb) outcome was unknown. DIAGNOSTIC RESULTS (normal ranges are 
provided in parenthesis if available): On 08-May-2021, Blood glucose: negative (Negative) 
negative. On 08-May-2021, Chest X-ray: negative (Negative) negative. On 08-May-2021, 
Computerised tomogram head: negative (Negative) negative. On 08-May-2021, Computerised 
tomogram neck: negative (Negative) negative. On 08-May-2021, Electrocardiogram: negative 
(Negative) negative. On 08-May-2021, Full blood count: negative (Negative) negative. On 08-May- 
COVID19 2021, International normalised ratio: negative (Negative) negative. On 08-May-2021, Metabolic 
BELL'S PALSY | VACCINE function test: negative (Negative) negative. On 08-May-2021, Prothrombin time: negative 
(COVID19) (Negative) negative. On 08-May-2021, SARS-CoV-2 test: negative (Negative) Negative. On 09- 
May-2021, Blood magnesium: negative (Negative) Negative. On 09-May-2021, Full blood count: 
negative (Negative) negative. On 09-May-2021, Glycosylated haemoglobin: negative (Negative) 
negative. On 14-May-2021, Magnetic resonance imaging head: negative (Negative) MRI of the 
brain with and without contrast and a transthoracic echocardiogram. Lab data Pronin-1, Type and 
Screen, ABO and Rh, Lipid panel, Hepatic Function panel, CT angio head, gray Top Tube, Gold Top 
Tube provided with Negative results. On O8May2021 around noon, the caller stated that he felt like 
he was having a stroke. He reported that his mouth went numb, and then two hours later the 
whole left side of his face was drooping. The caller stated that he had paralysis of the left side of 
his face only. The right side of his face was not involved. He went to the emergency room on 
08May2021 around 4:00 PM to rule out if he was having a stroke. On 08May2021, the patient 
reported having the following tests performed while in the emergency room: POC Glucose, ECG 
12-lead, CBC with differential, PT/INR, Pronin-1, Type and Screen, Comprehensive Metabolic Panel, 
X-Ray chest, Gray Top Tube, Gold Top Tube, CT Brain without IV contrast, CT Angio head and neck, 
and COVID-19 WVUH molecular lab test. All test results negative for stroke. The caller stated he 
was diagnosed with Bell's Palsy on O8May2021. He was given an antibiotic (unknown name) for 
one week and Prednisone 60 mg daily for one week as treatment. The patient was hospitalized for 
one night. While in the hospital on 09May2021, the patient reported having the following tests 
performed: HGA1C hemoglobin test, CBC with differential, Lipid Panel, Hepatic Function Panel, 
Magnesium, Basic Metabolic Panel, and ABO and RH. All test results negative for stroke. The caller 
stated that he was discharged from the hospital on 09May2021. On 14May2021, patient had an 
MRI of the brain with and without contrast and a transthoracic echocardiogram. The caller stated 
that every test he had performed was negative. Stroke was ruled out. The caller mentioned that 


the Bell's Palsy has only improved 5% since O8May2021. Based on the current available 
information and temporal association between the use of the product and the start date of the 
events, a causal relationship cannot be excluded.; Sender's Comments: Based on the current 
available information and temporal association between the use of the product and the start date 
of the events, a causal relationship cannot be excluded. 


"His Bell's palsy was worse than it ever was/the ist dose of the vaccine ""jacked up"" his Bell's 
palsy; Condition aggravated; This spontaneous case was reported by a consumer and describes 
the occurrence of BELL'S PALSY (His Bell's palsy was worse than it ever was/the 1st dose of the 
vaccine ""jacked up"" his Bell's palsy) in a 59-year-old male patient who received MRNA-1273 
(Moderna COVID-19 Vaccine) (batch no. 011A21A) for COVID-19 vaccination. The occurrence of 
additional non-serious events is detailed below. The patient's past medical history included Liver 
transplant. Concurrent medical conditions included Bell's palsy since June 2021. Concomitant 
products included TACROLIMUS (PROGRAF), LISINOPRIL and GABAPENTIN for an unknown 
indication. On 24-Feb-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 
Vaccine) (unknown route) 1 dosage form. In February 2021, the patient experienced BELL'S PALSY 

COVID19 (His Bell's palsy was worse than it ever was/the 1st dose of the vaccine ""jacked up"" his Bell's 

BELL'S PALSY | VACCINE | 1645231-1 palsy) (seriousness criterion medically significant) and CONDITION AGGRAVATED (Condition 

(COVID19) —— ~ | aggravated). At the time of the report, BELL'S PALSY (His Bell's palsy was worse than it ever 
was/the ist dose of the vaccine ""jacked up"" his Bell's palsy) and CONDITION AGGRAVATED 
(Condition aggravated) outcome was unknown. Concomitant medication included Etdir. Treatment 
information included Gabapentin. Company comment: Based on the current available information 
and temporal association between the use of the product and the start date of the events, a causal 
relationship cannot be excluded. Of note, the patient has a past condition of Bell's Palsy. This is 
limited information has been provided at this time further information is expected This case was 
linked to MOD-2021-290260 (Patient Link).; Sender's Comments: Based on the current available 
information and temporal association between the use of the product and the start date of the 
events, a causal relationship cannot be excluded. Of note, the patient has a past condition of Bell's 
Palsy. This is very limited information has been provided at this time further information is 
expected" 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy; jaundice; Based on the current case data, this case has been classified as invalid. This 
spontaneous case was reported by a physician and describes the occurrence of BELL'S PALSY 
(Bell's Palsy) in a patient of an unknown age and gender who received mRNA-1273 (Moderna 
COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious events is 
detailed below. No Medical History information was reported. In April 2021, the patient received 
COVID19 second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On an 
BELL'S PALSY | VACCINE | 1645281-1 unknown date, the patient experienced BELL'S PALSY (Bell's Palsy) (seriousness criterion medically 
(COVID19) ~~ E| significant) and JAUNDICE (jaundice). At the time of the report, BELL'S PALSY (Bell's Palsy) and 
JAUNDICE (jaundice) had resolved. For mRNA-1273 (Moderna COVID-19 Vaccine) (Unknown), the 
reporter did not provide any causality assessments. No treatment information was provided by the 
reporter. No concomitant medication was provided by the reporter. Company Comment: Very 


limited information regarding these events has been provided at this time. Most recent FOLLOW-UP 
information incorporated above includes: On 18-Aug-2021: Additional initial.; Sender's Comments: 
Very limited information regarding these events has been provided at this time 


(COVID19) 


COVID19 Systemic: Bell's Palsy-Severe, Systemic: Numbness (specify: facial area, extremities)-Medium, 
BELL'S PALSY | VACCINE | 1645921-1 | Systemic: Visual Changes/Disturbances-Medium, Additional Details: droopy mouth, jaw pain, all 


symptoms on left side 


having Bell's Palsy symptoms; Her tongue on left side becomes numb; numbness across left side 
of face, nose and tops of cheek and sometimes like this morning, will go up towards the eye and 
when it gets severe, get to left side of the upper and lower lips; This is a spontaneous report from 
a contactable consumer or other non hcp (patient). A 77-year-old female patient received 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, Batch/Lot Number: 
EN6205), via an unspecified route of administration on 26Feb2021 (at the age of 76-year-old) as 
dose 2, single for covid-19 immunization. The patient medical history and concomitant medications 
were not reported. The patient did not receive any other vaccines within four weeks prior to the 
vaccination. Family medical history relevant to AE included none. Patient previously took 

COVID19 BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, Batch/Lot Number: 

BELL'S PALSY | VACCINE 1646118-1 EM9810), via an unspecified route of administration, administered in left arm on O5Feb2021 (at 

(COVID19) ~~ | the age of 76-year-old) as dose 1, single for covid-19 immunization. On an unspecified date in 
May2021, the patient experienced having bell's palsy symptoms, her tongue on left side becomes 
numb which is a funny sensation according to patient, numbness across left side of face, nose and 
tops of cheek and sometimes like this morning, will go up towards the eye and when it gets 
severe, get to left side of the upper and lower lips. Patient wanted to know if there had been any 
case studies like her experience. Patient reported that It's the nose and cheek and travels 
sporadically to the nose and tongue and then its more forceful and goes up the left eye. The 
patient underwent lab tests and procedures which included computerized tomogram: found nothing 


on 04Jul2021, magnetic resonance imaging: found nothing on 04Jul2021. The events resulted in 
emergency room visit and physician office visit. Therapeutic measures were taken as a result of 
events. The outcome of the event were not recovered. 


Tingling in cheeks and face which progressed to bells palsy on right side of face.; Tingling in 
cheeks and face which progressed to bells palsy on right side of face.; This is a spontaneous report 
from a contactable consumer (patient). A 45-years-old male patient received second dose of 
bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE, Solution for injection, Batch/Lot Number: 
EN0175) via an unspecified route of administration, administered in arm left on 06May2021 15:30 
(age at the time of vaccination was 45-year-old) as dose 2, single for COVID-19 immunization. 
Medical history included food allergy (Shellfish). The patient concomitant medications were not 
reported. The patient previously took first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 MRNA 
1646228-1 


COVID19 
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VACCINE, Solution for injection, Batch/Lot Number: EN0O151) via an unspecified route of 
administration, administered in arm left on 15Apr2021 15:15 (age at the time of vaccination was 
45-year-old) as dose 1, single for COVID-19 immunization. On 07May2021 12:15, the patient 
experienced tingling in cheeks and face which progressed to bells palsy on right side of face. The 
patient received treatment for AEs as Antiviral Medication, Head MRI, antibiotic. The adverse event 
result in physician office visit and emergency room visit. The patient did not receive any other 
vaccines within 4 weeks prior to the COVID-19 vaccine. Prior to vaccination patient was not 
diagnosed with COVID-19. Since the vaccination the patient had not tested for COVID-19. The 
most recent COVID-19 vaccine was administered in Pharmacy or Drug Store. The patient 
underwent lab tests and procedures which included Head MRI: result unknown on an unknown 
date. The outcome of the events was unknown. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


for COVID-19 immunization. Medical history included patient himself had never experienced Bell's 
palsy before, but a son had. The patient's concomitant medications were not reported.. About 3 
days after vaccination on an unspecified date, the patient started experiencing symptoms of Bell's 
palsy. It was at the worst about 5 days after the first dose. He called telehealth and was given 
steroids and an antiviral and advised to postpone the 2nd dose. He received the 2nd dose 
approximately 6 weeks after the first, 2 weeks after stopping steroids. About 4 months later now, 
he has mostly recovered but has very mild lingering effects. Event took place after use of product. 
The outcome of event was recovering. The lot number for the vaccine, [BNT162B2], was not 
provided and will be requested during follow up. 


Bell's palsy; This is a spontaneous report from a non-contactable consumer (patient). A 57-year- 

old adult male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, 

Formulation: Solution for injection, Batch/Lot number was not reported), via an unspecified route 

of administration on an unspecified date as dose 1, single and second dose of bnt162b2 (PFIZER- 

BIONTECH COVID-19 mRNA VACCINE, Formulation: Solution for injection, Batch/Lot number was 

not reported), via an unspecified route of administration on an unspecified date as dose 2, single 
1646342-1 


very painful and it was like carrying a heavy bag in my shoulder. And still after almost four months 
she still having swollen lymph node in neck. And so patient contacted her family Doctor to see if 
with that one she can take the second dose and she said yes, go ahead and take the second dose 
but in the other arm. And when she took the second dose she got a lot of other side effect. Patient 
COVID19 
BELL'S PALSY | VACCINE 
(COVID19) saw like bruises area like purplish or darkish like blackish or greenish. And bruises specially area in 
chest and sometimes in lips they appear and they are very painful. And her lips were very much 
numb and the skin was painful. Legs were very heavy and she felt like she was moving elephants 
legs just like that were are very heavy. And there was weird pain like a wave, electricity wave at 


Symptoms [symptoms [vaccine |yaersro| adverse Event Description = Adverse Event Description 
ype 
face was swollen, had the Bell's palsy in her left side of the face and very bad splitting pain on the 
night moving like a pain but it moves like electricity wave in legs and left arm. And there were skin 


I had the Bell's palsy in my left side of the face; I am still having swollen lymph node in my neck; 
had a lot of pain in my legs and arm/ it moves like electricity wave in my legs and left arm; 
Different bruises appear all of the sudden/ like bruises area like purplish or darkish like blackish or 
greenish/ bruises specially area in chest and sometimes in my lips they appear; My legs are very 
heavy; Rashes in my neck, in my chest; My thighs there were patches on my legs; They are very 
painful/ weird pain like a wave; Skin rashes in my neck, in my chest it gets all of sudden red; This 
iS a spontaneous report received from a contactable consumer or other non hcp. A 43 years old 
female patient received BNT162B2 (Pfizer-BioNTech Covid-19 Vaccine, Batch/Lot Number: 
EW0172), via an unspecified route of administration, administered in right arm on 13May2021 at 
15:20 as dose 2, single for COVID-19 immunization. The patient medical history was None. There 
were no concomitant medications. The patient previously received BNT162B2 (Pfizer-BioNTech 
Covid-19 Vaccine, Batch/Lot Number: EW0172), via an unspecified route of administration, 
administered in left arm on 22Apr2021 at 15:20 as dose 1, single for COVID-19 immunization and 
experienced a swollen lymph node on neck, painful and it was like I am carrying a heavy bag in my 
shoulder. Prior vaccination (within 4 weeks) was none. On an unspecified date in 2021, patient 
experienced bell's palsy in her left side of the face, swollen lymph node in her neck, her face was 
swollen, very bad splitting pain on the left side of the head , had a lot of pain in her legs and arm , 
different bruises appear all of the sudden specially area in chest and sometimes in lips they appear, 
patient lips are very much numb, skin is painful, legs are very heavy, rashes in her neck and chest, 
her jaws is also very much painful because of that bell's palsy on left side ,the muscle in her face 
are very painful close to her ear, can't eat, in patient thighs there were patches on legs, weird pain 
like a wave, skin rashes in her neck, in patient chest it gets all of sudden red. The patient stated 
that she took the first dose in 22Apr2021 and the second dose on 13May2021 exactly after 21 
days. And after 10 days of the first dose, she realized a swollen lymph node on my neck and it was 
left side of the head. And also had a lot of pain in legs and arm. And also a special case her thighs 
1646601-1 
rashes in her neck, in her chest it gets all of sudden red and then it goes away. Recently her jaws 


there before (Clarification unknown) but it was a dime size swollen lymph node in neck and it was 
there were patches (word not clear) on legs. And different bruises appear all of the sudden. Patient 
were also very much painful because of that Bell's palsy on left side. The muscle in her face was 
very painful close to ear and she can't eat and when she eat, she brush or do something all of the 
sudden her jaw and these muscles get very painful. So these grooves they are very much 
concerning for her because she don't know if they are small pores and she was reporting them to 
different Doctor. Patient saw an Immunologist and she couldn't help the patient because they said 
that æyour skin had your nervous system has evolved you need to see neurologist and 
dermatologist’ and don't a cardiologist. And she couldn't share the concern with them but she was 
really concerned. Patient also looking to see if other people also experiencing the same so how 
long does this take and what she should do for the next dose of the vaccine. And she would like to 
know if there was any support for all the financial bill that she was getting for Covid vaccine side 
effects because she have to see and have to go to a dermatologist and the cardiologist and the 
neurologist and the immunologist. Patient was getting bills without any help and she don't know 
how long it's going to take that her swollen lymph node and all this. The patient underwent lab 
tests and procedures which included blood test: unknown results on 2021, went to see her GPA. 
Patient visited immunologist and they couldn't help her bcos it was nervous system disorder and 
asked to consult neurologist and dermatologist. Patient was just so frustrated with the side effects 
that she was experiencing and she have experienced many weird side effects since had taken the 
vaccine both first dose and second dose and wanted to know if she can report the side effect for 
Pfizer to consider them at least for the final product or booster or anything else. The patient 
wanted to know whether this other people also experiencing the same so how long does this take 
and what she should do for the next dose of the vaccine. And patient like to know if there is any 
support for all the financial bill that she was getting for Covid vaccine side effects because she had 
to go to a dermatologist and the cardiologist and the neurologist and the immunologist. The 


patient did not receive any treatment for the event. The outcome of events rash was recovered 
and outcome of other events was unknown. 


Symptoms ees VAERS 1D Adverse Event Description 


Blood pressure spikes, 200/95; severe headache; Bells Palsy/ his face started drooping/ and his lip 
was twisted, whole left side of face was just deformed; He could not eat or swallow well; He could 
not eat or swallow well; He had pain in the left arm; fever in the ER in the Low 100's.; left eye 
since it will not close completely; body ache; This is a spontaneous report from a contactable 
consumer (patient's mother). A 43-year-old male patient (reporter's son). A 43-year-old male 
patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 2 via an unspecified 
route of administration, administered in Arm Right on 05Aug2021 12:30 (Batch/Lot Number: 
EW0198) as DOSE 2, SINGLE for covid-19 immunisation (also reported as He's a kidney patient 
trying to get a transplant, he has to have the vaccine for it.). Medical history included renal failure 
and takes Dialysis 3 times a week, dialysis treatments started in Jan2020, hypertension Controlled 
by medications, seasonal allergy, sinuses, all from an unknown date and unknown if ongoing. The 
patient had a previous flu vaccine on an unspecified date for immunization and it makes him sick 
with normal flu symptoms, like weak and a fever. She does not know the name of the Flu vaccine 
or have any Lot number. The patient also had previously administered the first dose of BNT162B2 
(lot number: unknown) on 15Jul2021 for covid-19 immunization. The patient concomitant 
Medications reported was that the medications (unspecified) that the patient is on, he has been 
taking for over 2 years. He has nothing new prior to the covid vaccine. The patient had no vaccines 
on the same day or in the 4 week period prior to the covid vaccine. The reporter is reporting a side 
effect that the patient had from the vaccine. It was reported that the patient took his vaccination 
on 05Aug2021 at about 12:30 or 1PM in the afternoon. Shortly there after within 3 hours or so the 
patient had severe headache, body ache, and then she is not sure but his face started drooping, 
his lip was twisted, his eye, the whole left side of face was just deformed. He could not eat or 
swallow well. He had pain in the left arm on 05Aug2021, She was not sure what was going on and 
told her son that he needs to go to the ER. He had a fever in the ER in the Low 100's also on 
05Aug2021. It was explained that she does not live with the patient, but she is present with him 
right now. The patient did not go to ER till the O8Aug2021. This past Sunday 08Aug2021, he went 
to Hospital. He went to the ER because sometimes his headaches would stop but that particular 
night his headache was worse. He was having pain down the left arm, the reporter thought that 
the patient was having a stroke because of the headache and his arm, since he was physically not 
in the same state, so she was asking questions to the patient over the phone and told him to go to 
the ER. The reporter explained that the son was admitted on the 08Aug2021 and released from the 
COVID19 hospital today around noon. In the hospital they told him it is not a stroke but it is Bells Palsy, 
BELL'S PALSY | VACCINE | 1646912-1 | even his though lip was twisted. It was not a stroke because they did not find evidence of their 
(COVID19) being a new lead on his brain. It was added that the patient has an appointment with a physician 
on Thursday 12Aug2021 to discuss the bells palsy. It was noted that the first dose was on 
15Jul2021, Lot number is Not noted on the card and was given 3 weeks before the second dose on 
05Aug2021 (Lot EW0198) No Expiry Date or Dose written. It was reported that the severe 
headache started on 05Aug2021 and it is gone now, that's why he even went to the hospital, by 
09Aug2021 the headache stopped. For the Face drooping: the reporter can see he's difference 
from yesterday, yesterday was worse. She even pointed that out to the doctors. They are saying it 
will get better over time but it is worse than what it was. For could not eat or swallow: It Started 
on 06Aug2021, it started happening gradually; it was reported that it is getting worse, he can 
swallow fine but can't open his mouth and transfer the food from the numb left side of the mouth 
to the right side, he is having difficulty with it, He needs a straw for liquids. The reporter states 
that she would like to provide his treatment medication before she forgets. At the moment they 
are giving him steroids, called prednisone. They gave some sort of ointment for the left eye since it 
will not close completely. For the pain in the left arm: It is not happening anymore, they believe 
the pain in the arm is the result of the blood pressure spiking. The headache and pain in the arm is 
because the blood pressure spiked. For the fevers: This happened from the 05Aug2021 until 
09Aug2021, on the 8th at nigh the temperature was going up slightly. For the blood pressure 
spikes: Her son went to dialysis on the 06Aug2021 and his pressure was 140/80 she understands 
that its considered high but for her son this is normal. Sometime after then, when he got to the 
hospital on O8Aug2021 the blood pressure was 200/95. When he left the hospital today 
(10Aug2021) it was 128/65. Caller takes a blood pressure reading during the call and states that 
her son blood pressure right now is 102/63. It was confirmed that it was bells palsy on 
08Aug2021, she had the Neurologist re-confirm today that as well that its Bells Palsy. For the lab 
tests (Investigation) the reporter stated that: She did not get a copy but the hospital would have 
that results of the Ct Scan and Blood work that they did every day. He also saw a Speech therapist 
and physical therapist that did evaluations. The kidney doctor came by. Caller asks to contact the 
physician for this information. It was added that the events require a visit to Emergency Room and 


Physician Office (made an appointment for the doctor on 12Aug2021 to speak about bells palsy, as 
well as 6 month visit is on 16Aug2021). The outcome of the event Bells Palsy, He could not eat or 
swallow well, left eye since it will not close completely was not recovered; for the events headache, 
body ache, pain in the left arm, fever was recovered on 09Aug2021; for the event blood pressure 
spikes was recovering. 


Bell's Palsy; Stroke; TIA; Coma; Quarter of his hearing and eyesight gone; Quarter of his hearing 
and eyesight gone; Rash on cheek, scalp, groin, lower legs, and forearms; Weakness and was 
bedridden; Weakness and was bedridden; Teeth fell out; Lost weight; Sternum is projected; This is 
a spontaneous report from a contactable consumer (patient himself). A male patient of an 
unspecified age received bnt162b2 (Pfizer-BioNTech COVID-19 Vaccine, Solution for injection; 
Batch/Lot number was not reported) via an unspecified route of administration on 12Apr2021 as 
dose number unknown, single for covid-19 immunization. The patient medical history and 
concomitant medications were not reported. The patient begins call, by talking about his mother 
and her career as a nurse. The patient states he was slowly dying from the Pfizer vaccine, 
reclarified later as the Pfizer Covid 19 vaccine. On an unspecified date, patient experienced with 

COVID19 Bell's Palsy, Rash on cheek, scalp, groin, lower legs, and forearms, Weakness and was bedridden, 

BELL'S PALSY | VACCINE | 1646969-1 | Coma, Teeth fell out, Quarter of his hearing and eyesight gone, Sternum was projected, Lost 

(COVID19) weight, TIA, Stroke. ADR as follows: 35 hours after the vaccine, on an unspecified date, he woke 
up with Bell's Palsy and his face will never be the same, rash on his cheek, scalp, groin, lower legs 
and forearms, weakness and was bedridden. He became homeless, then was in a coma, his teeth 
fell out and quarter of his hearing and eyesight was gone, his sternum was projected, he lost 
weight and he stated he will be dead by the end of the year. He got a TIA 3.5 months, after the 
vaccine. He had his car impounded with all of his possessions and had a stroke and needs financial 
assistance. Also stated Pfizer, lines the pockets of the medical system, they have legal immunity, 
he was pro-vaccine. He had been to 11 doctors, but Pfizer had lined their pockets, and those of the 
medical system. Investigation Assessment was not Provided. The outcome of all events was 
unknown. No further details were obtained. The lot number for the vaccine, [BNT162B2], was not 
provided and will be requested during follow up. 


Symptoms ee VAERS 1D Adverse Event Description 


I have Bell's palsy after receiving my second dose of Pfizer; This is a spontaneous report from a 
non-contactable consumer (patient). A 23-year-old non pregnant female patient received 
BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; formulation: solution for injection, lot 
number was not reported, expiration date was not reported), via an unspecified route of 
administration on an unspecified date (at the age of 23-years-old) as dose 2, single for covid-19 
immunization. The patient medical history included covid-19. Concomitant medications were not 
COVID19 reported. The patient historical vaccine included BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA 
BELL'S PALSY |VACCINE | 1647135-1 | VACCINE; formulation: solution for injection, lot number was not reported), via an unspecified 
(COVID19) route of administration on an unspecified date (at the age of 23-years-old) as dose 1, single for 
covid-19 Immunisation. Patient was not pregnant at time of Vaccination (Prior to vaccination, the 
patient was diagnosed with COVID-19). Since the vaccination, the patient has not been tested for 
COVID-19. It was reported that, the patient had bell's palsy after receiving her second dose of 


Pfizer. The adverse event resulted in emergency room/department or urgent care and 
hospitalization. The outcome of the event was unknown. No follow-up attempts are possible; 
information about lot/batch number cannot be obtained. No further information is expected. 


Bells Palsy; This is a spontaneous report from a contactable consumer. A contactable consumer 
reported for a 20-year-old female patient (reporter's daughter) received bnt162b2 (BNT162B2), 
via an unspecified route of administration on an unspecified date as dose number unknown, single 
COVID19 for covid-19 immunisation. The patient medical history and concomitant medications were not 
1647159-1 


BELL'S PALSY | VACCINE reported. Reporter stated that, her received the vaccine. She was diagnosed with Bells Palsy on an 
(COVID19) unknown date. The reporter was Wondering what would be the likelihood that it was caused by the 

vaccine. She was 20 and due to this had numerous MRI and doctors’ visits. The patient lab test 

included numerous MRI results was unknown. The outcome of the event was unknown. The lot 

number for the vaccine, [BNT162B2], was not provided and will be requested during follow up. 


His blood pressure was 200 over something/ his blood pressure was too high/ hypertension; 
anxiety; facial swelling/ facial swelling mouth and eye stuck open; swollen lips; swollen lips, 
mouth; couldn't sleep; Bell's Palsy; excursionizing headache; tingling in his head; This is a 
spontaneous report from a contactable consumer (patient) via the non-clinical study Pfizer 
program. A 62 year old male patient received BNT162b2 (PFIZER-BIONTECH COVID-19 MRNA 
VACCINE), dose 2 on 28Apr2021 09:30 (Batch/Lot Number: ER8734; Expiration Date: Jul2021), 
via an unspecified route of administration (at the age of 61 years old) for COVID-19 immunization. 
Medical history included diabetic for 11 years. Stopped drinking to prepare for a Hep C eradication 
three years ago. He doesn't like to take anything that will hurt his liver. States 325mg of 
acetaminophen for each tablet is too much. Concomitant medication(s) included lisinopril 
(LISINOPRIL), 20mg once daily by mouth taken to protect the kidneys; insulin aspart (NOVOLOG), 
20 units at breakfast and lunch daily by injection for diabetes mellitus; insulin glargine 
(BASAGLAR), 35 unit by injection at night for diabetes mellitus; all with start and stop date 
reported from an unspecified start date and ongoing. The patient previously received dose 1 of 
BNT162b2 on 07Apr2021 09:00 (Batch/Lot Number: ER8734; Expiration Date: Jul2021) for 
COVID-19 immunization. On 25Jul2021 he started expiring tingling in his head which lead into an 
excruciating headache and when he got up (26Jul2021) he saw he had facial swelling, swollen lips, 
mouth and eyes were stuck open. On 27Jul2021 he was diagnosed with Bell's Palsy. He further 
described that for two days he had tingling of the head that changed into a headache. This was 
over the weekend on the 25Jul2021 and 26Jul2021; he had an excruciating headache. He took 
ibuprofen PM and thought he might be have facial swelling from the PM part, the diphenhydramine, 
and he couldn't sleep. He also added that the PM part (diphenhydramine) makes him feel groggy. 
When he woke up and went to the bathroom he saw that his lip was swollen and face wasn't 
working right. When he brushed his teeth he couldn't spit right. He didn't get much relief from 
ibuprofen. He went to three emergency rooms and one clinic. On 27Jul2021 he went to the 
emergency room and they prescribed prednisone 6 tablets the first day tapering down, and 
valacyclovir. One doctor prescribed him prescribed anti-anxiety medication that really helped, him 

COVID19 but he didn't know what he was going through and he finally actually got some rest. Lorazepam 

BELL'S PALSY |VACCINE | 1647212-1 | 1mg as needed for anxiety was the antianxiety medication that helped him. Now (as of 

(COVID19) 13Aug2021), his headache was not as bad as it was when he had to put a compress on his head; 
but he just ran out of ibuprofen. He also had a prescription for oxycodone with acetaminophen, 14 
count and he just finished them too. He was given gabapentin for the nerve pain and that helped a 
lot. Also states he just finished tapering off of prednisone. He was also prescribed amlodipine 
because his blood pressure was too high. He was taking one amlodipine by mouth daily for two 
weeks, then was to be reassessed for his hypertension. He was already prescribed lisinopril to 
protect his kidneys. He didn't know it was also for hypertension. Then he wanted to get a B12 
shot, so he called his healthcare organization and they directed him to a drug store who suggested 
he go to an urgent care to get a doctor prescribe it. He went to an urgent care; he thinks the 
prednisone had been driving up his blood sugar; it was 173 that morning. The urgent care took his 
blood sugar right after eating lunch and it was 400. Then they wanted to send him somewhere else 
down the street. Adds his blood pressure was 189 over something and they wouldn't treat. He 
feels that the HMSA, the organization that he gets his healthcare through, is not addressing his 
pain. Later then, he was unsure of the date, but after that he went to the emergency room in 
excruciating headache pain, relentless and cracking open. He got there at 1600PM. His blood 
pressure was 200 over something; they finally gave him morphine at 1700PM; and then DILAUDID 
that finally relieved the headache pain after two hours. They prescribed amlodipine which was sent 
to the wrong pharmacy and he finally got it at his Withheld two days later; they also prescribed 
oxycodone with acetaminophen, but that didn't knock the pain out. The next morning he felt he 
had so much acetaminophen in him he couldn't take anymore of that medication; he was 
staggering around his property; and so he called the ambulance because his head was double 
killing him. They took him to the emergency room; he thinks it was on Tuesday morning; and they 
gave him DILAUDID again which helped. That is where the doctor prescribed the lorazepam. The 
patient has an upcoming appointment on Tuesday with a new provider. The outcome of the 
excruciating headache and couldn't sleep (onset 25Jul2021) was recovering. The outcome of facial 
swelling mouth and eye stuck open (onset 26Jul2021) was not recovered. The outcome of the 
tingling of the head (onset 25Jul2021) was recovered in Jul2021. The outcome of the remaining 
events was unknown. 


COVID19 
BELL'S PALSY | VACCINE Bell's Pasly 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1651506-1 | Bell's palsy diagnosis, with symptoms beginning 1 week after the Covid19 Pfizer vaccine. 
(COVID19) 


Symptoms ‘Vaccine | vaes 10 Adverse Event Description 
Type 
COVID19 

BELL'S PALSY | VACCINE Bell?s Palsy 
(COVID19) 


Chronic headaches turned into migraine headaches; developed a sinus infection that wouldn't clear 
for over a month and settled into the sinuses in the back of head/neck; these sinuses swelled and 
COVID19 pushed on nerves causing severe migraines, vision disturbances, and blood pressure that reached 
BELL'S PALSY | VACCINE | 1653803-1 | stroke level as told by the urgent care doctor; all of this culminated in a Bell's Palsy diagnosis after 


(COVID19) being rushed to the hospital in an ambulance with a suspected stroke. Bell's Palsy is rectifying after 
nearly a month of no use of the right hand side of her face and having no taste or control inside 
the right hand side of her mouth. 


COVID19 I was told by my Neurology Dr. that my Bell's Palsy was caused by my COVID 19shot it is located 
BELL'S PALSY | VACCINE | 1653920-1 | on the right side of my face as of August 29,2021 I still have some effects of the Palsy .I was 
(COVID19) treated with Prednisone and Valacyclovir. 


"was diagnosed with Bell's palsy; they diagnosed her with ""a result of the Moderna vaccine""; 
extreme pain just below her left eye where the cheek bone is; it hurt to blink; severe pain in both 
nostril for 5 days; This spontaneous case was reported by a consumer and describes the 
occurrence of BELL'S PALSY (was diagnosed with Bell's palsy), NASAL DISCOMFORT (severe pain in 
her left nostril for 5 days), FACIAL PAIN (extreme pain just below her left eye where the cheek 
bone is), EYE PAIN (it hurt to blink), VACCINATION COMPLICATION (they diagnosed her with ""a 
result of the Moderna vaccine"™") and NASAL DISCOMFORT (she had pain in her right nostril) in a 
71-year-old female patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 
039A21A and 027A21A) for COVID-19 vaccination. No Medical History information was reported. 
On 07-Mar-2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) 
(unknown route) 1 dosage form. On 07-Apr-2021, received second dose of MRNA-1273 (Moderna 
COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage form. On 13-May-2021, the 
patient experienced FACIAL PAIN (extreme pain just below her left eye where the cheek bone is) 
(seriousness criterion hospitalization) and EYE PAIN (it hurt to blink) (seriousness criterion 
hospitalization). On an unknown date, the patient experienced BELL'S PALSY (was diagnosed with 

COVID19 ar palsy) e ee NE and dere Te 

' severe pain in her left nostril for 5 days) (seriousness criterion hospitalization), 

BELES PALIV Coane 1655000-1 COMPLICATION (they diagnosed her with ""a result of the Moderna vaccine"") (seriousness 
criterion hospitalization) and NASAL DISCOMFORT (she had pain in her right nostril) (seriousness 
criterion hospitalization). The patient was hospitalized from 13-May-2021 to 15-May-2021 due to 
BELL'S PALSY, EYE PAIN, FACIAL PAIN, NASAL DISCOMFORT, NASAL DISCOMFORT and 
VACCINATION COMPLICATION. The patient was treated with PREDNISONE for Bell's palsy, at a 
dose of 60 mg. At the time of the report, BELL'S PALSY (was diagnosed with Bell's palsy), FACIAL 
PAIN (extreme pain just below her left eye where the cheek bone is), EYE PAIN (it hurt to blink), 
VACCINATION COMPLICATION (they diagnosed her with ""a result of the Moderna vaccine"") and 
NASAL DISCOMFORT (she had pain in her right nostril) outcome was unknown and NASAL 
DISCOMFORT (severe pain in her left nostril for 5 days) had resolved. Concomitant medications 
were not provided by the reporter. Laboratory tests the patient underwent included, several tests, 
a scan, EKG, cardiac ultrasound, MRI, and bloodwork but results were unknown. Based on the 


current available information and temporal association between the use of the product and the 
start date of the events, a causal relationship cannot be excluded. Further information has been 
requested; Sender's Comments: Based on the current available information and temporal 
association between the use of the product and the start date of the events, a causal relationship 
cannot be excluded. Further information has been requested" 


use was not provided by the reporter. It is reported that the patient was given with a steroid shot. 
Based on the current available information and temporal association between the use of the 
of the product and the start date of the events, a causal relationship cannot be excluded. 
Bell's Palsy; dry eyes; This is a spontaneous report from a contactable consumer (patient) or other 
non HCP. A female patient of unspecified age received BNT162B2 (PFIZER-BIONTECH COVID-19 
MRNA VACCINE; formulation: Solution for injection, Lot number and Expiry date was not reported) 
dose 2 via an unspecified route of administration on an unspecified date as dose 2, single for 
COVID-19 immunisation. The patient's medical history and concomitant medication were not 
COVID19 reported. The patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA 
BELL'S PALSY | VACCINE VACCINE; formulation: Solution for injection, Lot number and Expiry date was not reported), via 
(COVID19) an unspecified route of administration on an unspecified date as dose 1, single for COVID-19 
immunisation. On an unspecified date patient experienced Bells Palsy, dry eyes. it was reported 
that She was also reporting having dry eyes, which the caller clarifies related to her Bell's Palsy & 
she was not calling specifically questioning the dry eyes but more so the Bell's Palsy. Caller wants 
lot number for the vaccine, (BNT162B2), was not provided and will be requested during follow-up. 
COVID19 
BELL'S PALSY | VACCINE 1655904-1 | Bells Palsy, sx started 8/24. 
pewsrasr (COVID19) som 


Bell's Palsy; This spontaneous case was reported by a pharmacist and describes the occurrence of 
BELL'S PALSY (Bell's Palsy) in a 52-year-old male patient who received MRNA-1273 (Moderna 
COVID-19 Vaccine) (batch no. 003B21A) for COVID-19 vaccination. No Medical History information 
was reported. On 26-Jul-2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 
Vaccine) (unknown route) 1 dosage form. On 05-Aug-2021, the patient experienced BELL'S PALSY 
(Bell's Palsy) (seriousness criterion medically significant). The patient was treated with 
COVID19 VALACYCLOVIR [VALACICLOVIR] for Bell's palsy, at an unspecified dose and frequency. At the time 
BELL'S PALSY | VACCINE of the report, BELL'S PALSY (Bell's Palsy) outcome was unknown. The action taken with mRNA- 
(COVID19) 1273 (Moderna COVID-19 Vaccine) (Unknown) was unknown. For mRNA-1273 (Moderna COVID-19 
Vaccine) (Unknown), the reporter did not provide any causality assessments. Concomitant product 
product and the start date of the events, a causal relationship cannot be excluded.; Sender's 
Comments: Based on the current available information and temporal association between the use 
to know if Bell's Palsy is a reaction to the vaccine. She states she knows she was not the only one 
who came down with Bell's Palsy after the vaccine. The outcome of the events was unknown. The 
My face started going numb on the right side, I believe it started on March 2, 2021. The right side 
COVID19 of my face started to pull to the left side. I went to the emergency room, around 8PM on March 2, 
BELL'S PALSY |VACCINE | 1655968-1 | 2021. They did a bunch of tests, blood work was one and I don't remember the other test, it's 
(COVID19) ~~~ | been too long. The test results came back, and I was diagnosed with Bell's palsy. They admitted 
me for two days and monitored my symptoms. Since this happened, I've been doing speech and 
physical therapy. 


Symptoms ee VAERS 1D Adverse Event Description 


COVID19 I developed Bell's Palsy in the left side of my face. I already suffer with chronic Bell's Palsy in the 
BELL'S PALSY |VACCINE | 1655973-1 | right side of my face. Treatment includes a course of prednisone and of valacyclovir, acupuncture, 
(COVID19) near infrared light therapy, physical therapy (microcurrent stimulation). 


Facial paralysis/Bells palsy, left side o Left side, stable from onset two weeks ago by history o See 
#2 o Discussed potential spontaneous resolution with time o Normal intraocular exam 2. Paralytic 
lagophthalmos of left upper eyelid o Secondary to #1 o 1mm lag with lid closure, no improvement 
COVID19 with forceful closure. o No pain or redness noted, but epiphora OS noted. (0) Trace PEE seen in 
BELL'S PALSY | VACCINE | 1656148-1 clinic, discussed Excess tearing a sign of dry eyes o Begin ATS TID with gel lubrication or tape for 
(COVID19) ~~ | lid closure at bedtime. o Will continue to monitor. 3. Visual disturbance, left eye o Patient 
complaining of blurred vision in far periphery of upper temporal quadrant of left eye (1 year 
duration). Never diagnosed with concussions, but plays hockey and has been hit on the head 
before. No progression from one year ago. o No retinopathy seen. o Will do HVF next visit. o Will 


continue to monitor. 4. Hyperopia, both eyes o Not amblyogenic o No need for glasses at this time 


COVID19 
BELL'S PALSY |VACCINE 1656198-1 | Bell's palsy 
pees easy (COVID19) Eo 
COVID19 I had slight headache and was very tired. My face was also drooping. About day later I got Bell's 
BELL'S PALSY | VACCINE | 1656283-1 | Palsy. I went to the ER. They are the ones who dx me with Bell's Palsy. I had a CT scan to make 
(COVID19) sure I was not having a stroke. I also developed a bacterial roseate. 


COVID19 
BELL'S PALSY | VACCINE First shot, flu symptoms, two weeks of severe headaches, Dr appt, then ER. Bell's Palsy. 
(COVID19) 


Bell's Palsy; This is a spontaneous report from a contactable consumer or other non-health care 
professional. A female patient of an unspecified age received BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, Formulation: solution for injection; Batch/Lot Number: Unknown, Expiration 
date: Unknown) via an unspecified route of administration in arm on 27Aug2020 as dose 1, single, 
on 15Sep2020 as dose 2, single for COVID-19 immunization. Medical history included Heart 
disease, Diabetes, Hormone therapy, Underactive thyroid, all from an unknown date and unknown 
COVID19 if ongoing. Concomitant medications included estrogens conjugated (PREMARIN) taken via topical 
BELL'S PALSY | VACCINE | 1657848-1 (cream) route for hormone therapy; levothyroxine sodium (SYNTHROID) taken via oral (pill) route 


(COVID19) ~~~ | for hypothyroidism; both from 2011 and ongoing. Prior vaccination (within 4 weeks) was reported 
none. On 19Jun2021 the patient experienced bell's palsy. The AE required visit to Emergency 
room/Physician office. The seriousness of the event was reported as serious (persistent/Significant 
disability/ Incapacity/Medically Significant). The patient underwent lab tests and procedures which 
included Blood work: unknown, and computerised tomogram (CT scan): unknown on 19Jun2021, 
Blood work: unknown on 21Jun2021. Therapeutic measures were taken as a result of bell's palsy, 
the patient was treated with Prednisone. The clinical outcome of the event was not recovered. 
Follow-up attempts completed. No further information is expected. 


04Jul2021, patient had vertigo, ramsay-hunt syndrome which was shingles in the ear, bell's palsy. 
On an unknown date Jul2021, had balance issues, hearing loss. On 27Jul2021, had dizziness, 
patient broke her ankle/ankle surgery, passed out and fell. The patient was in hospital for bell's 
palsy from 04Jul2021 to 09Jul2021 and for broken ankle from 27Jul2021 to 29Jul2021. The events 
caused hospitalization. The events resulted in Emergency Room/Physician Office. It was reported 
that her ear kept hurting for a while and she was admitted to the hospital on 04Jul2021 and was 
diagnosed with Ramsay Hunt syndrome which was shingles in the ear. She was in the hospital from 
04Jul2021 to 09Jul2021 and she still had balance issues and they gave her medicine to take for a 
while. On 27Jul2021, she had dizziness as she was trying to walk to the bathroom she fell and 
broke her ankle because of the Ramsay Hunt Syndrome. On 04Jul2021, she was also diagnosed 
with bells palsy. Caller states she was told her symptoms could be from the vaccine and knows that 
it could be after the fact but she was wondering if there was any help that could be provided by 
Pfizer and she needs financial help to pay for doctors bills that she has and they add up to 3000 or 
4000 dollars, had insurance but she also has to go to therapy for her ankle and she has hearing 
loss from the Ramsay Hunt syndrome. Caller states she has also been out of work since 02Jul2021 
and she wanted to know if she can be compensated for loss wages. On 02Jul2021, she had gone to 
the doctor because of her ear ache. She was given Amoxicillin and then on 04Jul2021, she woke 
up and had vertigo. She got her daughter to come over and help her because she was spinning like 
crazy. Her daughter stayed with her up until 10 minutes before her husband would get home from 
work. Her husband got off at 6. From the time her daughter left (10 minutes before her husband 
arrived home), the Bell's palsy started. She didn't even realize it until her husband looked at her 
and thought she had a stroke. Her husband took her to Emergency Care which she was then 
transported by ambulance to the hospital where she was diagnosed with Bell's Palsy and Ramsay 
Hunt syndrome.Caller clarifies she had balance issues and ended up passing out and falling on 
27Jul2021. She spent another 2 days in the hospital. She was in the hospital from 27Jul2021 to 
29Jul2021. She had surgery on her ankle the night of 27Jul2021. Lot number was the same for 
both the first and second dose. She started Lyrica on 24Jul2021, but she had taken Lyrica before 
and had no problems with it. She was still taking Lyrica with no issues. She confirms she cannot 
provide any NDC, Lot, or expiry date for the Lyrica as this product was dispensed in a pharmacy 
vial with just an Rx number. The clinical outcome of the events was unknown. 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


Broke her ankle/Ankle surgery; Diagnosed with bells palsy; Ear kept hurting/Ear ache; Balance 
issues; Dizziness; Fell; Passing out; Vertigo; Ramsay Hunt syndrome which is shingles in the ear; 
Ramsay Hunt syndrome which is shingles in the ear; Hearing loss; This is a spontaneous report 
from a contactable consumer. A 62-year-old female consumer (patient) reported for herself. A 62- 
years-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE 
Solution for injection Lot Number: EP7533) via an unspecified route of administration in arm left on 
02May2021 13:30 as dose 2, single for (age at vaccination: 62 years) COVID-19 immunisation. 
Medical history included overweight from an unknown date and unknown if ongoing she mentions 
she was a little overweight. Concomitant medications included pregabalin (LYRICA) taken for an 
unspecified indication from 24Jul2021 and ongoing. Historical vaccine includes bnt162b2 (PFIZER- 
BIONTECH COVID-19 mRNA VACCINE Solution for injection Lot Number: EP7533) via an 
unspecified route of administration in arm left on 10Apr2021 as dose 1, single for (age at 
vaccination: 62 years) COVID-19 immunisation. History of all previous immunization with the 
Pfizer vaccine considered as suspect (or patient age at first and subSequent immunizations if dates 
of birth or immunizations are not available). Additional Vaccines Administered on Same Date of the 
Pfizer Suspect If applicable, vaccines administered on same date with the Pfizer vaccine considered 
as suspect was none. Prior Vaccinations (within 4 weeks), other vaccinations within four weeks 
prior to the first administration date of the suspect vaccines was none. The adverse events 
following prior vaccinations was none. On 02Jul2021, the patient experienced ear ache. On 
1657875-1 


Symptoms ees VAERS 1D Adverse Event Description 


On 20Jan2021, Right sided Bell's palsy was developed; After Bell's palsy, right-sided cervical 
radiculopathy started; Now, right-sided trigeminal neuralgia was started.; This is a spontaneous 
report from a contactable other healthcare professional. A 54 year old non pregnant female patient 
received bnt162b2 (BNT162B2), dose 1 intramuscular, administered in Arm Left on 19Jan2021 
16:00 (Batch/Lot Number: EL3246) as DOSE 1, SINGLE for COVID-19 immunisation. Medical 
history and concomitant medications were not reported. The patient did not have COVID prior 
vaccination. The patient was tested for COVID post vaccination. On 20Jan2021, the patient 
experienced Right sided Bell's palsy was developed, After Bell's palsy, right-sided cervical 
radiculopathy started, Now, right-sided trigeminal neuralgia was started. The patient underwent 

COVID19 lab tests and procedures which included sars-cov-2 antibody test negative on 21Feb2021 with 

BELL'S PALSY |VACCINE | 1657878-1 | nasal swab, sars-cov-2 antibody test: negative on 24Feb2021 with nasal swab, sars-cov-2 antibody 

(COVID19) test negative on 12Jul2021 with nasal swab and sars-cov-2 antibody test negative on 11Aug2021 
with nasal swab. Therapeutic measures were taken as a result of this with Tegetol for trigeminal 
neuralgia. The outcome of events was unknown. No follow-up attempts are possible. No further 
information is expected.; Sender's Comments: Based on the current available information and the 
plausible drug-event temporal association, a possible contributory role of the suspect product 
BNT162B2 to the events Bell's palsy cannot be excluded The impact of this report on the 
benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety 
evaluation, including the review and analysis of aggregate data for adverse events. Any safety 

B 


concern identified as part of this review, as well as any appropriate action in response, will be 
promptly notified to regulatory authorities, Ethics Committees, and Investigators, as appropriate 


In the third week, I woke up in the morning and came down with Bells Palsy; After the second shot 
two week later I became sick with a fever, super tired, and a massive headache at the back of my 
head behind the ear.; fever; super tired; massive headache at the back of head behind the ear; 
sick; This is a spontaneous report from a contactable consumer (patient). A 55-year-old male 
patient received the second dose of BNT162B2 via an unspecified route of administration on the 
left arm on O9Apr2021 at 12:30 (Lot Number: er8731) at the age of 55-year-old as single dose for 
COVID19 COVID-19 immunization. Medical history included high blood pressure. known allergy included 
ELL'S PALSY |VACCINE | 1657879-1 | ™@ngos. The patient was not COVID prior vaccination. The patient didn't perform COVID test post 
(COVID19) “~~~ | vaccination. The patient didn't receive other vaccine in four weeks. The patient didn't receive other 
medication in two weeks. The patient previously received the first dose of BNT162B2 via an 
unspecified route of administration on the left arm in Mar2021 at 12:30 PM(Lot Number: er2613) 
as single dose for COVID-19 immunization. On 01May2021 at 07:00 AM , two weeks after the 
second shot, the patient became sick with a fever, super tired, and a massive headache at the back 


of head behind the ear. In the third week, the patient woke up in the morning and came down with 
Bells Palsy. Treatment included predisone. The events resulted in emergency room visit and 
physician office visit. The outcome of events was recovered with sequel. 


Bell's palsy; numbness in their face and in their arms and finger tips; This is a spontaneous report 
from contactable consumer. A patient of unspecified age and gender received bnt162b2 (PFIZER- 
BIONTECH COVID-19 VACCINE, Lot number: not reported, Expiration date: not reported) via an 
unspecified route of administration on an unspecified date as dose 1, single for COVID-19 
immunization. The patient medical history and concomitant medications were not reported. On an 
COVID19 unspecified date in 2021, patient experienced Bell's palsy and numbness in their face and in their 
BELL'S PALSY | VACCINE | 1657881-1 | arms and fingertips. Reporter also stated, I was given this number from the CDC so that I can 
(COVID19) speak with a medical, somebody that is familiar with the adverse side effects that are not the 
normal side effects from the Pfizer Covid-19 vaccine. We have a patient that has had their first 
shot and had an adverse reaction of what appear to be the Bell's palsy where they experienced the 
numbness in their face and in their arms and fingertips and so for. Outcome for events was 


unknown. The lot number for the vaccine [BNT162B2] was not provided and will be requested 
during follow up. 


Bell's Palsy; This is a spontaneous report from a contactable consumer or other non hcp. A 44- 
year-old male patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, 
solution for injection) via an unspecified route of administration, administered in left arm on 
15Mar2021 15:00 (Batch/Lot number was not reported, age at vaccination 44-year-old) as single 
for COVID-19 immunisation. Medical history was reported as none and concomitant medications 
COVID19 Ae P a neg Gee ea abs dose of cee aa ReO 
, Solution for injection, batch/lot number was not reported) via an unspecified route o 
PERCA TALSI CODIN dasi administration, administered in left arm on 22Feb2021 03:00 pm as single dose for COVID-19 
immunisation. On 17Aug2021 13:00, the patient experienced bell's palsy. He received treatment 
medications as prednisone and valacyclovir. The seriousness of event considered as disability. It 
was reported that patient had emergency room visit and physician office visit. He had no known 


allergies. No COVID prior vaccination and no COVID tested post vaccination. No other vaccine in 
four weeks and no other medications in two weeks. The outcome of event was not recovered. 
Follow-up attempts are completed. No further information is expected. 


COVID19 aaa 
BELL'S PALSY | VACCINE | 1658544-1 August 23. 2021. Woke up with right side of face feeling weird. Went to emergency room at 
(COVvID19); it” hospital. diagnosed as Bell's Palsy. 


Ramsey Hunt Syndrom 7/28/21 Tongue painful and tingling 8/1/21 Headache, fatigue 8/02/21 
COVID19 Headache, fatigue, nausea Video visit with Doctor P. 8/03/21 Covid test negative 8/04/21 ER visit 
BELL'S PALSY | VACCINE | 1658817-1 for Bells Palsy, vertigo sent home with Valtrex and Prednesone 8/06/21 Taken by ambulance to ER 
(COVID19) — for extreme vertigo, nausea, weakness, headache and admitted to Hospital 8/06/21-8/8/21 In- 
Patient at Hospital diagnosed Ramsey Hunt 8/31/21 Complete hearing loss continues as does the 
facial paralysis. 


COVID19 
BELL'S PALSY | VACCINE | 1659169-1 | Bell's Palsy. Visible May 5, 2021, resolved in 2 weeks without treatment.. 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


BELL'S PALSY; This spontaneous report received from a consumer concerned a patient of 
unspecified age and sex. The patient's height, and weight were not reported. No past medical 
history or concurrent conditions were reported. The patient received covid-19 vaccine (suspension 
for injection, route of admin not reported, batch number: UNKNOWN) dose, start therapy date 
were not reported, administered 1 total, for prophylactic vaccination. The batch number was not 
COVID19 reported and has been requested. No concomitant medications were reported. It was reported that 
BELL'S PALSY | VACCINE | 1660979-1 the consumer mentioned in passing about a friend of a friend who received the Janssen COVID-19 
(COVID19) vaccine and then developed Bell's palsy on an unspecified date. The action taken with covid-19 
vaccine was not applicable. The outcome of Bell's palsy was not reported. This report was serious 
(Other Medically Important Condition). This case, from the same reporter is linked to 
20210854887.; Sender's Comments: V0: 20210858509- Covid-19 vaccine -Bell's palsy. This event 
is considered unassessable. The event has an unknown/unclear temporal relationship, is unlabeled, 


and has unknown scientific plausibility. There is no information on any other factors potentially 
associated with the event. 


Menstrual cycle changed; Bell's Palsy; Lot of cramps before my cycle; Lymphnodes of the axillas 
enlarged; Renal impairment; Have lupus and it activated; Inappropriate schedule of vaccine 
administered; This is a spontaneous report from a contactable consumer (patient). A 46-years-old 
non-pregnant female patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
mRNA VACCINE, Formulation: Solution for injection, Lot Number: EW0164), via an unspecified 
route of administration, administered in Arm Left on 17Apr2021 09:30 (at the age of 46-years-old) 
as dose 2, single for covid-19 immunization. Medical history included lupus erythematosus from an 
unknown date and unknown if ongoing. The patient's concomitant medications were not reported. 

COVID19 Historical vaccine included that patient received first dose of BNT162B2 (PFIZER-BIONTECH 

BELL'S PALSY | VACCINE COVID-19 mRNA VACCINE, Formulation: Solution for injection, Lot Number: EE0164), via an 

(COVID19) unspecified route of administration, administered in Arm Left on 17Apr2021 09:30 (at the age of 
46-years-old) as dose 1, single for covid-19 immunization. No known allergies. No other vaccine in 
four weeks. No covid prior vaccination and no covid tested post vaccination. On 21Apr2021 09:00, 
4 days after the second dose of the vaccine, she woke up with Bells Palsy and with the lymph 
nodes of the axillas enlarged. Her menstrual cycle changed completely, and she started to feel a lot 
of cramps before her cycle. She had lupus and it activated after the vaccine with renal impairment. 
The adverse event resulted in doctor or other healthcare professional office/clinic visit, emergency 
room/ department or urgent care and hospitalization for 2 days. The patient was treated with 
Corticosteroids and blood thinners (Clexane). The outcome of all events was recovering. No follow- 
up attempts are possible. No further information is expected. 
COVID19 

BELL'S PALSY | VACCINE 

~= - 


This is a spontaneous report from a contactable consumer, the patient. A 35-years-old male patient 
received bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, solution for injection, lot 
number: EW0153), via an unspecified route of administration, in the arm right on 11Apr2021 
10:00 as dose 2, single (at the age of 35-years-old) for covid-19 immunization. Medical history 
included blood cholesterol increased and seasonal allergy. Concomitant medications included 
LIPITOR, CoQ 10, and FISH OIL. The patient previously took bnt162b2 (PFIZER-BIONTECH COVID- 
19 mRNA VACCINE, solution for injection, lot number: EP7534), via an unspecified route of 
administration, in the arm right on 19Mar2021 as dose 1, single (at the age of 35-years-old) for 
covid-19 immunization. On 01Jul2021, the patient's upper lip was not moving correctly when he 
speak. Patient's upper lip felt rigid and not malleable when he speaks. Patient worried this was a 
case of bell's palsy. The patient seeing a doctor for the first time on 24Aug to evaluate this. 
Therapeutic measures were not taken for the events. The patient did not have covid prior to 
vaccination and did not tested for covid post vaccination. The patient visited the doctor or other 
healthcare professional office. The outcome of the events was not recovered. 


COVID19 
BELL'S PALSY |VACCINE 1662614-1 | Bells Palsy L face 

(COVID19) 

CovID19 Systemic: Neurological Disorder (diagnosed by MD)-Severe, Additional Details: pt says he has 
BELLS PALSY VACCINE | INGAZEIRA bell's palsy as a result of the vaccine 

(COVID19) pasy . 

CoOvID19 Numbness in right side of face, it worsened during the day , pain behind right ear, diagnosed with 
BELL'S PALSY |VACCINE 1662724-1 a 

(COVID19) Bells Palsy. Can close right eye 80%. 


Diagnosed with Bell's Palsy following the second dose of the Pfizer vaccine. On 2/13 I noticed my 
tongue on the left side felt like it was numb. I don't usually drink any hot drinks, but work gave out 
hot chocolate on 2/12 so I originally thought I burnt my tongue even though I didn't recall. Then 
on 2/14 I felt very fatigued, still had the left sided tongue numbness, and my left ear felt as 
though it was muffled. Then on 2/15 I again felt very fatigued, had left sided tongue and cheek 
numbness, muffled ear, and then noticed that my smile was sideways/ facial drooping and when I 
COVID19 would rub my lips together it was side ways/uneven. I originally thought maybe I was having a 
BELL'S PALSY |VACCINE | 1663956-1 | stroke based on my left sided symptoms, but I am an RN and had heard of Bell's Palsy so I went to 
(COVID19) urgent care on 2/15 right when I noticed my facial drooping. After being diagnosed with Bell's 
Palsy on 2/15 and started on 20mg oral Prednisone, I had symptoms for a little over 3 weeks that 
progressively got better over time. My symptoms continued to be left sided tongue and cheek 
numbness, left sided smile and lip drooping/ some drooling especially when drinking with straws, 
muffled left ear, and it was difficult to blink my left eye for about 12 days after being diagnosed. 


My eye never stayed open when sleeping, but I really had to think about blinking and the eye was 
teary. No symptoms on my right side 


"After the vaccine was given patient only had a sore arm. Then 2 days later, developed right facial 
weakness and clinically diagnosed with Right Bell's Palsy. Patient was given 5 day course of 
Prednisone. Symptoms slowly improved over the next 3 weeks. Was evaluated by Head and Neck 

COVID19 un 
Surgery on 8/31/2021 and symptoms had almost completely resolved. Per the exam note ""On 

BELL'S PALSY |VACCINE 

(COVID19) maximal effort there is minimal noticed weakness of the right orbicularis oris for complete eye 
closure. There is mildly decreased right oral commissure excursion with smiling, there is symmetric 
movement of the forehead and lower face."" Patient did receive her second dose of COVID vaccine 


on 8/31/2021." 


COVID19 
BELL'S PALSY | VACCINE | 1666559-1 Bells palsy occurred 2 days after Pfizer vaccine. Left facial droop and difficulty closing left eye, no 
other neurologic deficits, no other recent viral illness. 
(COVID19) 
CoOVID19 Left axillary adenopathy - improved in 3 days Left facial weakness consistent with Bell's palsy - 
BELL'S PALSY |VACCINE 1666699-1 
i E aa mild to moderate; started on prednisone and Valtrex 


Symptoms ee VAERS 1D Adverse Event Description 


COVID19 
BELL'S PALSY | VACCINE | 1667106-1 | RT sided bells palsy x 3 mos 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1667874-1 | Bells palsy approx 3 weeks after 2nd shot. 
(COVID19) 


Slightly elevated temp, general body ache, very sore injection site, restlessness for first several 
days. Approx 7:30 PM on Aug 30, 2021, felt sharp pain in left side of neck while filling in reports.. 
COVID19 Numbness in lip and left side of face. Left eye felt very irritated and began watering. When to 
BELL'S PALSY |VACCINE | 1667886-1 | Pathroom to wash face and noted left side droop. Consulted with on duty medic and confirmed 
(COVID19) ~~~ | assessment of possible stroke. Transported to ER, a stroke destination hospital. Initial assessment 
resulted in a CT scan which showed negative results for stroke. MD assessed partial facial paralysis 
due to Bells Palsy. Prednisone, Acyclovir, and eye drops prescribed with orders for follow up with 


internal medicine specialist and PCP. 


Numbness and tingling in the left lower and upper cheek area by 8/12/2021. By mid-day on 
COVID19 8/16/2021 the left side of the mouth/lips were drooping and there was no elasticity in the muscles 
BELL'S PALSY | VACCINE | 1670721-1 | °" the left side of the face. For example: I could pinch the skin on the left cheek and the skin 
(COVID19) ~~~ | would stay pinched- it would not go back into place unless I smoothed it down. Likewise I could 
also push the left lip over and it would ruffle- and stay in that position until I manually moved it 


back. 


BELLS PALSY; This spontaneous report received from a health care professional concerned a 21 
year old male. The patient's weight was 200 pounds, and height was 72 inches. As patient's 
medical history, patient's blood pressure was elevated when he went to the hospital, patient had 
been a non-smoker and drinks alcohol (As socially, patient would drink his beer). The patient had 
no known allergies and did not have any drug abuse or illicit drug use. The patient had no known 
medication regimen. Patient's mother has diabetes. The patient received covid-19 vaccine 
ad26.cov2.s (suspension for injection, route of admin not reported, and batch number: 1808982 
expiry: UNKNOWN) dose was not reported, 1 total, administered on 10-AUG-2021 for prophylactic 
vaccination. No concomitant medications were reported. On 31-AUG-2021, the patient had 
numbness and tingling on the right side of his face with pain behind his right ear. It worsened 
through the day and later in the evening he was sent to the local hospital. Upon arrival at the 
COVID19 hospital he was diagnosed with Bell's Palsy (G51.0). Patient had a neuro check on the patient and 
BELL'S PALSY |VACCINE | 1672347-1 | his Glasgow Coma Scale/Score (GCS) score for eye opening was 4, verbal was 5, with right sided 
(COVID19) numbness. In the discharge documentation comments, it said right sided numbness, paralysis. 
Patient had no fever and no eye pain, also denied hear ache pain and denied chest pain. No 
apparent distress, can close his right eye 80 percent - 7th nerve palsy on the right. For treatment, 
patient received Prednisone 60mg and Zovirax 800mg in the emergency room (ER). Prescriptions 
that were given to take home were Acyclovir 200mg, dispensed 50 pills to take 1pill 5 times a day 
and Prednisone 20mg, dispensed 10 pills to take 1 orally twice a day for 5 days. The action taken 
with covid-19 vaccine ad26.cov2.s was not applicable. The patient had not recovered from bells 
palsy. This report was serious (Other Medically Important Condition).; Sender's Comments: VO: 
20210902915-covid-19 vaccine ad26.cov2.s -Bells palsy. This event(s) is considered unassessable. 


The event(s) has a compatible/suggestive temporal relationship, is unlabeled, and has unknown 
scientific plausibility. There is no information on any other factors potentially associated with the 
event(s). 


Received ist dose Pfizer vaccine on 9/1/2021 at 8:00 PM and woke up next morning 6:00 AM with 
COVID19 drooping in right eyebrow and eyelid. Also had mild numbness and weak sensation in cheek area. 
BELL'S PALSY | VACCINE | 1674553-1 Seen by primary care provider on 9/2/2021 and diagnosed with Bell's Palsey. Had same reaction 
(COVID19) ~~ | after getting 1st dose Moderna vaccine on 1/21/2021 and was also diagnosed with Bell's Palsey. 
Primary Care Provider submitted VAERS report on 1/25/2021, VAERS ID 972455, E- Report 


262426. 


COVID19 It has been 3 weeks since i got my second dose of the Moderma vaccine. I woke up one morning 
BELL'S PALSY | VACCINE | 1674641-1 with facial weakness. I called my doctor. I have no taste on my tongue, the right side of my face is 
(COVID19) ~~~ | weak and had drooped. My doctor diagnosed me with Bells Palsy and put me on Prednizone and 


Valtrex as my course of treatment. 


Had a pretty extreme response to booster. Ran a fever for three days after shot and was very 
COVID19 fatigued until Friday after getting the shot on Monday. Started to have altered taste around 
BELL'S PALSY | VACCINE | 1674698-1 | Thursday of the same week. On September 2nd, started feeling an irritation in my right eye. By 
(COVID19) Thursday night, face was asymmetric and right eye clearly not blinking, could not smile. Was 


diagnosed on Friday, September 3rd with Bell's palsy. 


COVID19 
BELL'S PALSY | VACCINE | 1675127-1 | 6/6/21 tingling in legs. 6/10/21 treated in the ER for Bells palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1675182-1 | Onset of Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1675319-1 R sided Bell's palsy 
(COVID19) 
COVID1I9 Bell's Palsy Woke up and face was drooping. Went to Dr and was diagnosed with Bell's Plasy 
BELL'S PALSY |VACCINE 1676475-1 see : " 
(COVID19) Antibiotics, steroids, eye drops Recovered 8 days later 


Symptoms ees VAERS 1D Adverse Event Description 


I developed Bells Palsy affecting the left side of face On 04Jul, 4 months after my 2nd Pfizer 
vaccine on 04Mar; This is a spontaneous report from a contactable consumer (patient). A 74-year- 
old non-pregnant female patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, Formulation: Solution for injection, lot number: EN6200), via unspecified route of 
administration, administered in arm left on 04Mar2021 (at the age of 74-years-old and she was 
not pregnant at the time of vaccination) as Dose 2,Single for COVID-19 immunization. The 
patient's medical history was none. Other medications in two weeks included atorvastatin calcium 

COVID19 (LIPITOR) 10 mg daily. There was no other vaccine in four weeks. There was no covid prior 

ELL'S PALSY | VACCINE | 1677494-1 vaccination and not tested COVID post vaccination. There was no known allergies. The patient 

(COVID19) ~~ ~~ | previously took first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Formulation: 
Solution for injection, lot number: EL9265), via unspecified route of administration, administered 
in arm left on unspecified date as DOSE 2, SINGLE for COVID-19 immunisation at hospital. The 
patient experienced Bell's Palsy affecting the left side of face on 04Jul2021 at 6:00 AM, 4 months 
after my 2nd Pfizer vaccine on 04Mar2021. The adverse event resulted into Emergency room visit, 
Hospitalization for one day. She received treatments for adverse event included CT Scan, MRI, 


medication. The patient underwent lab tests and procedures included CT Scan, MRI on unspecified 
date. The outcome of event was not recovered. No follow-up attempts were possible. No further 


information was expected. 


B ; 
Bell's Palsy; Quivering, shaking; This is a spontaneous report from a non-contactable other health 
care professional (NURSE) received via a Pfizer sponsored program. A patient of unspecified age 
and gender received bnti62b2 (BNT162B2, Solution for injection, Batch/Lot number was not 
reported), via an unspecified route of administration on an unspecified date as dose number 
unknown, single for covid-19 immunisation. The patient medical history and concomitant 
medications were not reported. The patient experienced bell's palsy, quivering and shaking on an 
unspecified date. Caller, a registered Nurse wanted to know more information about the vaccine, if 
there was a fact sheet or website to check. Caller was also asking about the ingredients because 
she was allergic to sulfur chloride and Benzalkonium Chlorides (which she experienced a heart 
attack). Caller was an immunocompromised patient. Caller was asking for the information if she 

COVID19 and her patients should take the vaccine or not. Caller said from what I have heard, I am very 

BELL'S PALSY | VACCINE | 1677521-1 | much against this vaccine. I had a friend who had a neurological reaction. Quivering, shaking, 

(COVID19) Bell's Palsy. These people are not getting these reactions back to their doctors and it was not 
something that they were allowing other people to know about. I really need to know what was in 
this drug for myself and whether or not I participate in giving it to others. The outcome of the 
events was unknown. No follow-up attempts are possible; information about lot/batch number 
cannot be obtained. No further information is expected. ; Sender's Comments: As there is limited 
information in the case provided, the causal association between the event Bell's palsy and the 
suspect drug bnt162b2 cannot be excluded. The impact of this report on the benefit/risk profile of 
the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the 


review and analysis of aggregate data for adverse events. Any safety concern identified as part of 
this review, as well as any appropriate action in response, will be promptly notified to regulatory 
authorities, Ethics Committees, and Investigators, as appropriate. 


COVID19 
BELL'S PALSY | VACCINE | 1678568-1 | Loss of facial muscle control on right side of face lips, eyes etc approx 36 hrs after shot 
(COVID19) 
COVID19 I?ll for 2 days after shot. Felt better until the following week until I had a severe headache and 
BELL'S PALSY |VACCINE | 1678749-1 earache. Met with my Dr and could not determine anything at that time. Later that night lost 
(COVID19) ~~ ~ | function in the right side of my face. Could not get in to see him so went to other Dr were he said I 
had Bells Palsy. 
COVID19 
BELL'S PALSY | VACCINE 1678968-1 | BELLS PALSY 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE | 1679118-1 | Drooping Left side of face. Drooling. Thought by patient to be a stroke. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1679127-1 | Bell's Palsy 
(COVID19) 


COVID19 5 TOR ‘ ; : . 
BELL'S PALSY |VACCINE | 1679954-1 Bell?s palsy, onset 21 days after vaccination, symptoms still ongoing since, on day 2 of prednisone 
(COVID19) ——————— | and valtrex, started treatment about 24 hours after symptom onset, pending Lymes test 


Muscle weakness, extreme fatigue, irregular gait, arm and hand pain, numbness and burning, leg 

and feet numbness, pain and burning. Hand, arm, feet and leg neuropathy, 47/49/67/69%. Bell?s 

palsy left side of face, inability to blink left eye, flickering vision, bright flash sensations making it 

impossible to drive (migraine like blindness) left side, inability to drink water. Leaks out of left side 

of mouth. Inability to sense cold or hot water in hands arms legs and feet. Inability to lift even 

routine items. Inability to stand for more than a few (2-3) minutes. Inability to tolerate pressure to 
1680305-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


arms such as arm rest in planes, or arm rest on chairs. Pressure in calves and feet. Inability to 
tolerate crossed legs pressure. Inability to walk even 1 block without resting or sitting down. 
Inability to lift a carry on suitcase to over head bins. Severe Headaches, inability to sleep more 
than 1-2 hours due to body aches and pain in extremities. Pain in hands holding everyday items 
like smart phone, smart device, etc. Inability to lift or carry groceries. Severe thirst. Ringing in 
ears and up the back of head and neck. Severe Neck pain. Jaw pain and some lockjaw symptoms 
when eating. Jaw will lock open when trying to bite or eat. Inability to hold lawnmower handle, 
paint brush, bottle of water, coffee cup etc. 


Symptoms ees VAERS 1D Adverse Event Description 


TRANSVERSE MYELITIS; BELL'S PALSY; CHILLS; NAUSEA; This spontaneous report was received 
from literature: SARS-CoV-2 Vaccination-Induced Transverse Myelitis. 2021 Jul 25; 13(7): E16624. 
This report concerned a 44 year old female. The patient's height, and weight were not reported. 
The patient had no past history. The patient's pre-existing medical conditions included: Her family 
history was unremarkable for muscular disorders, multiple sclerosis, stroke and any 
rheumatological disorders. The patient received covid-19 vaccine ad26.cov2.s (Suspension for 
injection, route of administration, batch number: Unknown and expiry date: Unknown) dose, start 
therapy date were not reported, 1 total for prophylactic vaccination. The batch number was not 
reported and has been requested. No concomitant medications were reported. The patient was 
presented to the emergency department with a three-days history of worsening back pain 
associated with nausea and urinary retention. She also reported numbness and weakness in the 
lower extremities for the last two days along with low-grade fever, chills, and body aches for two to 
three days. On physical examination, blood pressure was 135/83 mmHg, heart rate of 78 beats per 
minute, temperature of 99.1 Fahrenheit, respiratory rate of 11 breaths per minute and oxygen 
saturation of 99% on room air. She was awake, alert, attentive, and oriented to time and person 
and did not have any nuchal rigidity, meningismus, or Lhermitte's sign. Her cranial nerves II-XII 
examination was grossly intact. She had normal muscle tone and strength in both upper and lower 
extremities with normal coordination and gait. Exaggerated (3+) deep tendon reflexes were noted 
in bilateral upper and lower extremities and positive Babinski signs were present bilaterally. 
Sensory examination was abnormal with decreased vibration in bilateral toes, and mild paresthesia 
in the neck and abdomen. The rest of the physical examination was unremarkable. Initial 
1681441-1 


laboratory analysis showed an unremarkable complete metabolic profile, complete blood count, 

and a negative SARS-CoV-2 nucleic acid amplification test. The patient underwent magnetic 
resonance imaging (MRI) of the cervical, thoracic spine, and lumbar spine with and without 
contrast, showing increased signal throughout the spinal cord extending from the C2-3 segment 
into the upper thoracic spine (Transverse myelitis). She underwent MRI brain with and without 
contrast, which was unremarkable for any inflammatory process. Neurology services evaluated her 
and recommended starting high-dose methylprednisolone therapy for the next three days. She 
required multiple straight catheterizations due to urinary retention. The next day she had 
significant improvement in her symptoms. Lumbar puncture was performed with cerebrospinal fluid 
(CSF) analysis showing a white blood cell count of 227 |/L, red blood cells of 25 |/L, total cell count 
of 100 with 96% of lymphocytes, 3% of monocytes, and 1% of eosinophils. CSF chemistry analysis 
showed glucose of 71 mg/dL, protein of 43 mg/dL, albumin of 0.6 g/dL, and lactate dehydrogenase 
of 8 units/L. The rest of the workup, including the venereal disease research laboratory test, 
Toxoplasma gondii antibody, neuromyelitis optica IgG antibody, antinuclear antibody screen and 
cryptococcal antigen, were negative. CSF bacterial, viral, and fungal cultures were sent and were 
later reported as negative. The myelin basic protein was noted to be 2.8 mcg/L, and the 
(Immunoglobulin G) IgG index was 0.67. No oligoclonal bands were present. The CSF pathology 
showed small lymphocytes and rare monocytes. To prevent recurrence or exacerbation of 
myelopathy, neurology services decided to start her on plasma exchange for five treatments over 
10 days after the completion of three days of pulse dose of methylprednisolone. While undergoing 
plasma exchange, she developed Bell's palsy, suggesting the persistence of the underlying 
inflammatory process despite three days of methylprednisolone and four sessions of plasma 
exchange. Repeat MRI cervical and thoracic spine with and without contrast was performed after 
five sessions of plasma exchange and showed a decrease in signal intensities in the cervical and 
thoracic spine depicting improvement in her condition. Treatment medications (dates unspecified) 
included: methylprednisolone. The action taken with covid-19 vaccine ad26.cov2.s was not 
applicable. The patient recovered from bell's palsy, chills, and nausea, and was recovering from 
transverse myelitis. This report was serious (Hospitalization Caused / Prolonged).; Sender's 
Comments: VO: 20210901278-covid-19 vaccine ad26.cov2.s -Transverse Myelitis; Bells Palsy This 
event(s) is considered unassessable. The event(s) has a compatible/suggestive temporal 
relationship, is unlabeled, and has unknown scientific plausibility. There is no information on any 
other factors potentially associated with the event(s). 20210901278-covid-19 vaccine ad26.cov2.s 
-Chills; Nausea. This event(s) is labeled per RSI and is therefore considered potentially related. 


Shingles of Ear with Bells Palsy; Shingles of Ear with Bells Palsy; This is a spontaneous report from 
a contactable consumer (patient). A 43-year-old non-pregnant female patient received BNT162b2 
(PFIZER-BIONTECH COVID-19 VACCINE), dose 2 via intramuscular, administered in Arm Left on 
31Mar2021 (Lot Number: EP6955) as single dose for covid-19 immunisation. Medical history 
included gadolinium deposition disease (GAD). Concomitant medication which the patient received 
within 2 weeks of vaccination included sertraline taken for an unspecified indication, start and stop 
date were not reported. The patient did not receive any other vaccines within 4 weeks prior to the 
COVID19 COVID vaccine. Prior to vaccination, the patient was not diagnosed with COVID-19. Since the 
BELL'S PALSY | VACCINE | 1682026-1 vaccination, the patient had not been tested for COVID-19. The patient previously took cefaclor 
(COVID19) (CECLOR) and experienced known allergies, augmentine (amoxicillin;clavulanic acid) and 
experienced known allergies. The patient previously took the historical vaccine included BNT162b2 
(PFIZER-BIONTECH COVID-19 VACCINE), dose 1 via an unspecified route of administration, 
administered in Left arm on 10Mar2021 (Lot Number: EL3247) as single dose for covid-19 
immunisation. The patient experienced symptoms of shingles of ear with bells palsy on 28Jun2021 
symptoms started. The events result in Doctor or other healthcare professional office/clinic visit 


COVID19 
BELL'S PALSY |VACCINE 
(COVID19) 


and Emergency room/department or urgent care. The patient received the treatment of Antiviral, 
steroids. The outcome of the events was recovered on an unspecified date in 2021. No follow-up 
attempts are needed. No further information is expected. 


COVID19 
BELL'S PALSY | VACCINE | 1682419-1 | dx with Bell's Palsy 8-30-21 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1682625-1 | Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1682747-1 | Bells Palsy - two weeks. Treated with valcyclovir. 
(COVID19) 
COVID19 Bells Palsy onset 6/19/21 (began as eye irritation), noticed facial palsy 6/25/21. Noticeably better 
BELL'S PALSY | VACCINE | 1682763-1 | by July 2. Fully resolved by July 16. Also noticed onset of osteoarthritis in left index finger shortly 
(COVID19) after Bells Palsy. That has not resolved. Not sure if related to vaccine or not. 


COVID19 
BELL'S PALSY |VACCINE | 1682962-1 | Bells Palsy right side of face 
PCO S, CER 


Symptoms as VAERS 1D Adverse Event Description 


COVID19 Complete paralysis of left side of face, severe left side head and ear pain, loss of taste and control 
of mouth, unable to close eye. First symptom was loss of taste and inability to blink with left eye 
BELL'S PALSY |VACCINE : ae ; . : 
(COVID19) on the evening of 7/30/2021 and within hours overnight I had full paralysis and drooping on the 
left side of my face. 
COVID19 Developed sudden onset of Bell's Palsy diagnosed and confirmed by 3 separate doctors. Currently 
BELL'S PALSY |VACCINE | 1684501-1 | on prescriptions for Prednisone (60mg/day for 10 days) and Valtrex (3g/day for 7 days) to treat 
(COVID19) Bell's Palsy symptoms but no results yet. This is day 3 after starting medication. 
COVID19 i . . . . p i 
BELL'S PALSY | VACCINE | 1684813-1 a s palsy on left side of face. Anxiety/panic attacks and depressive feelings also before the bell's 
(COVID19) “~~ | palsy arose. 
COVID19 I woke up with slight facial paralysis issues in the left side of my face. It got worse over 24 hours. I 
BELL'S PALSY | VACCINE | 1689173-1 | went to the emergency room and they confirmed it was a case of bells palsy. They prescribed me 
(COVID19) prednisone. Outcome unknown, treatment will be for the next 7 days from September 9th 
COVID19 a . : : . : 
BELL'S PALSY | VACCINE | 1689298-1 By gel salle to Sareea deus eniea i 7/7 to 7/21 Diagnosed with bells palsy. 7/22 to 
(COVID19) ando ives a uscle pain o 
COVID19 Bells Palsy. Paralysis of the left side of the face Steroids prescribed Symptoms started to clear up 
BELL'S PALSY | VACCINE 1689657-1 fter t : k 
(COVID19) after two weeks 
COVID19 
BELL'S PALSY | VACCINE 1689682-1 Left sided bells palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1689756-1 Bells palsy to the right side of face 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1689837-1 Bells Palsy, right side of face 
(COVID19) 
COVID19 Patient presented with isolated left facial nerve palsy (Bell's Palsy) 24 days after receiving 
BELL'S PALSY |VACCINE | 1689941-1 | Pfizer/BioNTech Covid-19 vaccine. No other trigger identified. Unclear whether related. Started on 
(COVID19) prednisone taper. 
GOVID19 Bell's Palsy. Also occurred with first dose but was not confirmed related to the vaccine until it 
BELL'S PALSY |VACCINE 1689978-1 h ned th ad time t 
(COVID19) appene e seco ime too. 
COVID19 
BELL'S PALSY |VACCINE 1690534-1 Bell's Palsy 
(COVID19) 


Bell's palsy for 3-5 weeks; This is a spontaneous report from a contactable consumer. An adult 
COVID19 male patient received BNT162B2 (COMIRNATY, Formulation: Solution for Injection, Lot Number: 
BELL'S PALSY | VACCINE Unknown), dose 1 via an unspecified route of administration on an unspecified date, as dose 1, 
(COVID19) single for COVID-19 immunization. The patient's medical history and concomitant medications was 
not reported. Post-vaccination, patient experienced Bell's palsy for 3-5 weeks. The clinical outcome 


of the event was unknown. Information about batch/Lot number has been requested. 


lower face felt funny especially right; tingling/numbness around lower face; tingling/numbness 
around lower face; ER agreed Bell's Palsy mild case; This is a spontaneous report from a 
contactable consumer (patient). A 51-years-old Non pregnant female patient received bnt162b2 
(PFIZER COVID-19 VACCINE, Solution for injection, Batch/Lot Number: FD8448), via an 
unspecified route of administration, administered in arm left on 25Aug2021 at 02:30 PM (age at 
vaccinattion was 51-years-old) as DOSE 1, SINGLE for covid-19 immunisation. No other vaccines 
were received within four weeks. The patient was not pregnant at the time of vaccination. Medical 
history included bell's palsy from 2002 and ongoing, blood clot to eye from 1997 to an unknown 
date, protein s diagnose from 2010 to an unknown date (Protein S diagnose after DVT Right calf 
from broken foot), hypothyroidism from 2010 to an unknown date, LPR acid Reflex from 2021 to 
COVID19 an unknown date, deep vein thrombosis (DVT) right calf from 2010 to an unknown date (2010 
BELL'S PALSY | VACCINE | 1692178-1 Protein S diagnose after DVT Right calf from broken foot), broken foot from 2010 to an unknown 


(COVID19) ~~~ | date (2010 Protein S diagnose after DVT Right calf from broken foot). No known allergies were 
reported. Concomitant medications included omeprazole 20 mg and levothyroxine, liothyronine 45 
mg (NP THYROID); both taken for an unspecified indication, start and stop date were not reported. 
On 25Aug2021 at 02:50 PM, the patient experienced tingling/numbness around lower face which 
subsided at 03:30 PM. On 26Aug2021 at 05:00 AM, the patient's lower face felt funny especially 
right. On the same day at 07:20 AM, the patient decided to go to urgent care and was sent to ER. 
ER agreed Bell's Palsy mild case. Therapeutic measures were taken as a result of the events. 
Treatment included prescribed steroid (unspecified) but the patient did not take it. Prior to 
vaccination, the patient was not diagnosed with COVID-19 and since the vaccination, the patient 
was not tested for COVID-19. The outcome of the events tingling/numbness around lower face was 
recovered and other events was unknown. Follow-up attempts are completed. No further 
information is expected. 


Bell's palsy; This is a spontaneous report from a contactable consumer (wife) reporting for patient 
(Reporters Husband). A 49-year-old male patient received first dose of bnt162b2 (PFIZER- 
BIONTECH COVID-19 mRNA VACCINE, Formulation: Solution for injection), via an unspecified 
route of administration, administered in Left arm, upper arm on 20Aug2021 (Batch/Lot Number: 
FC3181, at the age of 49-year-old) as single dose for COVID-19 immunisation. The patient's 
relevant medical history and concurrent conditions included high blood pressure from an unknown 
date. Concomitant medication included lisinopril taken for blood pressure high, start and stop date 
COVID19 were not reported. There was investigation assessment, prior vaccinations were none. Reporter 
BEL 


L'S PALSY | VACCINE | 1692185-1 | stated that they received their vaccine on Friday, last Friday and her husband. Well, they took him 
(COVID19) to the doctor the previous day, on 26Aug2021, he got Bell's palsy, so she had called the pharmacy, 

they told her to report it to Pfizer too. Treatment for AE included reporter stated that they put him 
on steroid pack Prednisone. The patient underwent lab tests and procedures which included blood 
work (blood test): result unknown on Thursday, 26Aug2021 at the doctor's office. The Reporter 
asked, how did they know if he was supposed to get the second shot and asked whether she 
supposed to wait for the side effect to clear up. Reporter also asked what she do there. Reporter 
seriousness for Bell's palsy was unspecified. The outcome of event was unknown. Follow-up 
attempts are a a ee $E e E A e, No further information is expected. 


Symptoms ees VAERS 1D Adverse Event Description 


right sided bells palsy; This is a spontaneous report from a contactable consumer or other non- 
health care professional (patient). A 61-year-old male patient received second dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE; solution for injection; Lot Number: EW0167), via an 
unspecified route of administration, administered in left arm on 13Aug2021 (at the age of 60-year- 
old) as DOSE 2, SINGLE for COVID-19 immunization. Medical history included hypertension and 
COVID19 type 2 diabetes mellitus. No known allergies. Concomitant medications included semaglutide 
BELL'S PALSY | VACCINE | 1692371-1 (RYBELSUS) and blood pressure medications (unspecified). Patient previously took first dose of 
(COVID19) ~~ — | BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; solution for injection; Lot Number: EW0168), 
via an unspecified route of administration, administered in left arm on 19Jul2021 as dose 1, single 
for COVID-19 immunization. Patient not had Covid prior vaccination. Patient was not tested Covid 
post vaccination. On 01Sep2021 at 15:00, the patient experienced right sided bells palsy. The 


events resulted in Doctor or other healthcare professional office/clinic visit. Patient was treated 
with prednisone as a result of event. The outcome of the event was not resolved. Follow-up 
attempts have been completed and no further information is expected. 


I have been in and out of the hospital since May 2021. It started 2 weeks after the second dosage 
of the COVID-19 vaccination with a severe ear infection and doctors could not figure out what the 
cause was. I have been put on numerous amounts of antibiotics and steroids and almost lost my 
COVID19 hearing in its entirety because of this problem. It triggered bells palsy on the left side of my face. 
BELL'S PALSY | VACCINE | 1692992-1 The infection spread and I ended up with a sinus infection that required surgery. A couple of weeks 
(COVID19) ~ | after surgery, I lost vision in one of my eyes and required hospitalization and the doctors found 
that my problems were due to inflammation in my blood vessels and inflammation in my kidneys. 
Since May 2021 I have been placed on numerous amounts of medication, have required 


hospitalization twice monthly, dealt with almost losing my hearing and vision, required surgery, 
and now I am dealing with problems with my kidneys. 


COVID19 On May 31, 2021, I went into A-Fib and was hospitalized for four days. I did go back into sinus 
BELL'S PALSY | VACCINE | 1693113-1 | rhythm with medication. On July 5, I thought I having either a stroke or TIA. It turned out to be 

(COVID19) Bell's Palsy. Prescribed prednisolone, then prednisone. The palsy is almost all gone. 

COVID19 Bell's palsy. I feel pain and numbness on left side of my face and eye. my left eye feels irritated 
BELL'S PALSY | VACCINE | 1693257-1 | and bulgy. I can not make facial expressions, such as smiling or frowning on my left side of the 

(COVID19) brain. 

Covi!) Severe headache, return of Bell's Palsey (droopy left side of face, lower lip curled in, numbness on 
BELLS PALSY VACCINE | a left side of face focal ain at temple), exhaustion ' i 

(COVID19) p p'e), 

COVID19 
BELL'S PALSY |VACCINE 1693643-1 Bell's Palsy 

(COVID19) 


Right sided Bell's palsy started on August 13 with right jaw pain. He was seen at an Urgent Care 
on Aug 15, 21 and they though it was TMJ syndrome. On August 17 the right side of his face was 
COVID19 paralyzed, he couldn't eat food without it falling out his POU He was able to close his right eye. 
BELL'S PALSY |VACCINE | 1693749-1 He saw a Pediatrician at our clinic, who diagnosed him with Bell's palsy, but didn t prescribe any 
(COVID19) ras medications. He felt the Bell's palsy was likely triggered by the Covid-19 1st vaccine Pfizer 2 weeks 
earlier. By September 7, when I saw him for his well child check, the Bell's palsy was resolving and 
he could move the right side of his face better, but there was still a weakness of his cheek muscles 


when he smiled. His right eye looked a little puffy. He was eating OK and no treatment given. 


COVID19 Severe pain in the arm after both shots. Exhaustion and upset stomach after second immunization. 
BELL'S PALSY | VACCINE | 1693753-1 | Approx 1 month after second immunization, left side of my face went slack unable to drink without 
(COVID19) a straw for 5 days. Hospitalized overnight to verify it wasn't a stroke and was Bells Palsy. 


The day after vaccination, I began to feel slight tingles and numbness in the left side of my face. 
Two days after that, it had intensified and had also spread to my left arm and left leg. The day 
after that, I became aware of a large floater in my left eye. On occasion, I have also felt milder 
tingles in the right side of my face. I first visited the ER, and all they could determine was that I 
COVID19 hadn't had a stroke. I later talked to my PCP, who explained that he has seen these kinds of effects 
BELL'S PALSY | VACCINE | 1693835-1 | with some regularity following COVID vaccination. He believes I have a case of Bell's palsy, and 
(COVID19) that my nerves should gradually return to normal without further action. At his suggestion, I'm 
taking an 81 mg aspirin once a day as a precaution against micro blood clots. I believe my left arm 
and left leg have returned to normal, though my face is still irregular. Exact symptoms seem to 


depend on the temperature. The floater in my left eye is still there, and I intend to talk to my eye 
doctor about it. 


COVID19 
BELL'S PALSY | VACCINE | 1694086-1 | bells palsy developed approximately 12 weeks after dose 2 of Moderna. 
(COVID19) 
COVID19 Noticed facial drooping on 8/30/21 and got progressively worse until i was able to be seen by 
BELL'S PALSY |VACCINE | 1694183-1 | family doctor on 9/2/21 to which he diagnosed me with Bells Palsy as a result of possible 
(COVID19) vaccination from Johnson and Johnson Vaccine. 
COVID19 
BELL'S PALSY | VACCINE | 1694590-1 | Diagnosed with Bell's palsy in our ED 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1694591-1 | lips started looking like stroke . went to doctor and was diagnosed with bell palsy 
(COVID19) 


Pt started feeling that his face felt funny and was swelling approx 8-9 days after 2nd dose of covid 

COVID19 vaccine, On Tuesday 9/7/2021 he went to PCP office for a decadron shot. Wed 9/8/2021 he had 

BELL'S PALSY | VACCINE | 1694665-1 | lost all ability to blink the right eye, he had facial drooping right side along with drooping of the 
(COVID19) right eyebrow, mouth, cheek and forehead. He was seen in the ER 9/9/21 and diagnosed with Bells 


Palsy. He was given Valacyclovir, methyl prednisone, and saline eye drops in the ER. 


COVID19 
BELL'S PALSY |VACCINE | 1694775-1 | Foggy vision. Bell Palsy. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1694891-1 | Bell's Palsy 
(COVID19) 


Symptoms eo VAERS 1D Adverse Event Description 


15-30 minutes after receiving I felt tingling as it moved . Lips and front of tongue felt flushed 
COVID19 tingling . That progressed and gradually over next 4 hours left face began to feel numb , up cheek 
BELL'S PALSY | VACCINE | 1694960-1 then to eye. Had metallic taste in mouth and tingling for next day. Tingling and numbness 
(COVID19) ~~~ | remained until next day went to dr as face drawn up , eye watering , pulled to one side . Pa states 
Bell?s palsy . Had dizziness on fri evening. Today ear eye, and left nostril feel full fluid. And slight 


itching where numbness was. 


COVID19 Bell's Palsy, significant left side forehead and eyelid droop within 4 hours. Treatment: antiviral 
BELL'S PALSY |VACCINE | 1695017-1 | medication for one week, steroids for one week. Fortunately patient has had history with Bell's 

(COVID19) Palsy, knew what it was right away. Sought treatment and medication. 

COVID19 
BELL'S PALSY |VACCINE | 1695487-1 | Neuropathy affecting bilateral feet starting 3/29/21 followed by bells palsy 4/9/21 

(COVID19) 

COVID19 : : ‘ : p : 

: Had facial parenthesis and weakness on right side with mouth and eye. Diagnosed as Bells Palsy. 

BELL'SPALSI | VACCINE Given steroids and anti viral 

(COVID19) 

COVID19 
BELL'S PALSY |VACCINE | 1696046-1 | PT ended up with AIDP and bells palsy after vaccination Treated with 5 days IVIG 

(COVID19) 

COVID19 Sx initially of fatigue then SOB chest pains Dx Pericarditis with Hypoxia and Bells Palsy developed 
BELL'S PALSY |VACCINE 1696149-1 on next 2 weeks 

(COVID19) i 

COVID19 
BELL'S PALSY | VACCINE | 1696320-1 | Bell?s Palsy Drooping face, headache 

(COVID19) 

COVID19 Bell?s palsy on the left side of my face. This started a few months after the vaccine so not sure if 
BELL'S PALSY |VACCINE | 1696392-1 | it?s a side effect, but figured I should report it anyways. So far the Bell?s palsy has lasted about a 

(COVID19) month. 

COVID19 Complete right side facial paralysis, came on extremely suddenly (minutes). ER visit (09/11/2021) 
BELL'S PALSY | VACCINE | 1697363-1 diagnosed as Bell?s Palsy. Treatment consists of a 60mg dose of Prednisone once per day, and a 1g 

(COVID19) “~~ | dose valACYclovir three times per day. treatment to last 1 week, and to be reevaluated at that time 


by PCP. First week of treatment is still ongoing. Full symptoms still ongoing. 


COVID19 
BELL'S PALSY |VACCINE | 1697377-1 | Went to ER and diagnosed by ER doctor that she has Bell's Palsy due to the Janssen Covid Vaccine 
(COVID19) 


right eye still does not close fully. I have to use sunglasses at all times. I can only drink out of a 
straw. My face is still paralyzed from the right. I am currently being seen by a Neuro- 


It started as fatigue when I got home. I woke up and felt my jaw dropping and I thought it was 
because I had slept on the wrong side. I went back to sleep. I woke up a little later on and I 
noticed that my eye was not open up properly. I went back to sleep. I woke up again and I noticed 
I wanted to say something to my husband and I had slurred speech. I thought I was having a 
stroke. I went to the ER. The nurse examined me and asked me to lift my eyebrows and do other 
maneuvers. She said I had Bell?s palsy. When I saw the doctor he said there was a small group 
that did have an adverse side effect after getting the Moderna vaccine and unfortunately I was one 
COVID19 of them. They did a CT scan and blood work. They prescribed me some medications. They put me 
BELL'S PALSY | VACCINE | 1700236-1 | °" Steroids and antiviral. Then, a week later I had an appointment at the neuro-ophthalmologist, I 
(COVID19) ~~~ | kept having severe headaches and ear pain. When I went in to get my eyes checked they noticed 
my eye pressure was severely high. They sent me to the ER to get admitted to the hospital. I 
ended up having another CT scan and MRI. On 03/23/2021 I was at the hospital for 3 days 
because they could not get the pressure down It should have been a 20 and mine was at 83. They 
were concerned. They talked about doing a possible biopsy of the nerve. But the MRI ruled that 
out, so they did not have to do it. I can hardly speak, see, and eat. I still have slurred speech. My 
ophthalmologist, PCP, Rheumatologist, Neurologist, ENT. 


COVID19 Fever, feeling hot or cold. 3 days bed rest, smell and taste diminished, memory, confusion, stress, 
BELL'S PALSY | VACCINE | 1700245-1 | right side head pains from front of head to back of head down to neck, runny right eye and right 


(COVID19) face Bell Palsy. low energy constantly worried. 


COVID19 
BELL'S PALSY | VACCINE | 1700464-1 | Developed Bell's Palsey- facial paralysis of cranial nerve VII 
(COVID19) 


After the vaccine, I had fever, chills, fatigue, and arm soreness. On 9/4/2021, I woke up at 6:30AM 
COVID19 and noticed I could not spit or smile and could not control my mouth movement. I also could not 
BELL'S PALSY | VACCINE | 1700911-1 close my left eye. The right side of my face was not affected. I went to the ER and was diagnosed 
(COVID19) ~~~ | with Bells Palsey and discharged with antiviral medications and steroids. I have finished the course 
of medications. I am still having symptoms of unable to control the left side of my face and mouth 


movement. I am having no trouble swallowing. 


COVID19 
BELL'S PALSY | VACCINE | 1701095-1 | Bell's palsy 
(COVID19) 


COVID19 Inflammation of the Heart, inflammation of the Kidneys, Bells Palsy, fatigue, joint pain, headaches, 
BELL'S PALSY |VACCINE | 1704103-1 | coughing, body cramps, diarrhea, nausea, vomiting, inability to wake or stay awake, blackouts, 


(COVID19) vision impairment. 


COVID19 history of bells palsey on right side of face. Numbness and tingingling on right face - bells palsy 
BELL'S PALSY | VACCINE | 1704155-1 returned. she is also a cancer patient (multiple myloma - currently in treatment) contacted MD - is 
(COVID19) ~~~ | going to receive steroid therapy. initially had numbness on right side of face the day following 


injection - droopiness, slurring of words began 3 weeks following 2nd injection. 


COVID19 F i : ‘ . 
' Received vaccine on 08/23/21, felt symptomatic (facial paralysis) on 09/04/21, and went to 
BELLS PALSY cou 1i04728-1 Emergency Room on 09/10/21. Was diagnosed with Bell's Palsy and was treated with Prednisone. 


COVID19 Patient developed right-sided facial weakness including the right forehead on 6/24/2021. Evaluated 
BELL'S PALSY | VACCINE | 1705273-1 | in the Emergency Department on 6/25/2021. Head CT showed no acute pathology. Diagnosed with 
(COVID19) Bell's Palsy 


COVID19 eee aor oe REN í E . s i : 
BELL'S PALSY |VACCINE | 1706449-1 Site: Pain at Injection Site Severe, Systemic: Bell S Palsy Medium, Systemic: Shakiness-Medium, 
covit) Systemic: Tingling (specify: facial area, extemities)-Medium 


Symptoms ae VAERS 1D Adverse Event Description 


bell's palsy in his upper lip corner; We suppose we got the delta variant; pain in the stomach; he 
was more ill; Patient developed Suspected COVID 19 after both the doses of vaccine; had a worst 
case than I did; probably more fatigued; This spontaneous case was reported by a consumer and 
describes the occurrence of BELL'S PALSY (bell's palsy in his upper lip corner) in a 76-year-old 
male patient who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. 
The occurrence of additional non-serious events is detailed below. No other medical history was 
reported. Concomitant products included TIMOLOL MALEATE for Eye discomfort, ASCORBIC ACID, 
ERGOCALCIFEROL, NICOTINAMIDE, RETINOL, RIBOFLAVIN, THIAMINE HYDROCHLORIDE 
(VITAMINS [ASCORBIC ACID;ERGOCALCIFEROL;NICOTINAMIDE; RETINOL; RIBOFLAVIN; THIAMINE 
HYDROCHLORIDE]), AMLODIPINE and ACETYLSALICYLIC ACID (BABY ASPIRIN) for an unknown 
indication. On 06-Jan-2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) 1 dosage form. On 03-Feb-2021, received second dose of MRNA-1273 
(Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage form. On an 
unknown date, the patient experienced BELL'S PALSY (bell's palsy in his upper lip corner) 
(seriousness criterion medically significant), COVID-19 (We suppose we got the delta variant), 
ABDOMINAL PAIN UPPER (pain in the stomach), ILLNESS (he was more ill), DRUG INEFFECTIVE 
(Patient developed Suspected COVID 19 after both the doses of vaccine), CONDITION 

COVID19 AGGRAVATED (had a worst case than I did) and FATIGUE (probably more fatigued). The patient 

BELL'S PALSY |VACCINE | 1706793-1 | was treated with PARACETAMOL (TYLENOL) for Adverse event, at an unspecified dose and 

(COVID19) frequency. At the time of the report, BELL'S PALSY (bell's palsy in his upper lip corner), COVID-19 
(We suppose we got the delta variant), ABDOMINAL PAIN UPPER (pain in the stomach), ILLNESS 
(he was more ill), DRUG INEFFECTIVE (Patient developed Suspected COVID 19 after both the 
doses of vaccine), CONDITION AGGRAVATED (had a worst case than I did) and FATIGUE (probably 
more fatigued) had resolved. It was reported that patient went to the hospital twice but was never 
admitted. Patient wife was checking his stats and the temperature. His legs weren't never painful, 
he was probably more fatigued than overall. Patient treatment medication was reported as 
monoclonal antibodies, after receiving the antibodies he was as bad or worse, and that is why he 
returned to the hospital. Action taken with MRNA-1273 (Moderna COVID-19 Vaccine) was Not 
applicable. Company Comment : This is a case of vaccination failure. Based on the mechanism of 
action of mRNA-1273 causal association between the event of COVID 19 infection and mMRNA-1273 
is assessed as not applicable.Based on the current available information and temporal association 
between the use of the product and the start date of the events, a causal relationship cannot be 
excluded.; Sender's Comments: This is a case of vaccination failure. Based on the mechanism of 


action of mRNA-1273 causal association between the event of COVID 19 infection and mMRNA-1273 
is assessed as not applicable.Based on the current available information and temporal association 
between the use of the product and the start date of the events, a causal relationship cannot be 
excluded. 


Sore throat; Bells palsy; Light thou painful paralysis of the face; Hand redness; Feet 
itchiness/Hand itchiness; Pain in the left armpit; Tingling sensation in hands/Tingling sensation in 
face; This spontaneous case was reported by a consumer and describes the occurrence of FACIAL 
PARALYSIS (Light thou painful paralysis of the face) and BELL'S PALSY (Bells palsy) in a 20-year- 
old female patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 054C21A) 
for COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. No 
medical history was provided by the reporter. Concurrent medical conditions included Hormone 
replacement therapy. Concomitant products included ESTRADIOL for Hormone replacement 
therapy. On 23-Aug-2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) 1 dosage form. On 25-Aug-2021, the patient experienced PARAESTHESIA 
(Tingling sensation in hands/Tingling sensation in face) and AXILLARY PAIN (Pain in the left 
armpit). On 27-Aug-2021, the patient experienced FACIAL PARALYSIS (Light thou painful paralysis 
of the face) (seriousness criterion medically significant), ERYTHEMA (Hand redness) and PRURITUS 

COVID19 (Feet itchiness/Hand itchiness). On an unknown date, the patient experienced BELL'S PALSY (Bells 

BELL'S PALSY | VACCINE | 1707143-1 palsy) (seriousness criterion medically significant) and OROPHARYNGEAL PAIN (Sore throat). At 

(COVID19) ~~~ ~ | the time of the report, FACIAL PARALYSIS (Light thou painful paralysis of the face), BELL'S PALSY 
(Bells palsy), PARAESTHESIA (Tingling sensation in hands/Tingling sensation in face), 
OROPHARYNGEAL PAIN (Sore throat), ERYTHEMA (Hand redness), PRURITUS (Feet itchiness/Hand 
itchiness) and AXILLARY PAIN (Pain in the left armpit) outcome was unknown. The action taken 
with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was unknown. For mRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not provide any causality 
assessments. Additional concomitant medication included Polycaprolactone 25mg twice a day for 
Hormone replacement therapy. Treatment included a Topical cream for itchiness. Patient reportedly 
did not used it. Patient was under hormone replacement treatment. Patient's endocrinologist told 
her that the adverse events are not linked to the hormone replacement treatment, but to the 
vaccine. Company Comment: Based on the current available information and temporal association 
between the use of the product and the start date of the events, a causal relationship cannot be 
excluded.; Sender's Comments: Based on the current available information and temporal 
association between the use of the product and the start date of the events, a causal relationship 
cannot be excluded. 


I took the first dose on 03/29/21. I felt my teeth were very sensitive less than 30mn after and it 
lasted days. I asked whether people reported similar effects the day I took the second dose on 
04/29/2021; however, I was told at the desk that she hadn't heard any report. Nonetheless, 

COVID19 estimated a week after the second dose, I woke with partial facial paralysis. I immediately went to 

BELL'S PALSY |VACCINE | 1708244-1 | the emergency at the request of my primary care; I was diagnosed with Bell palsy. It has been 

(COVID19) over four months of battling to recover, however, I have not fully recovered from it. I have been 
experiencing unprecedented body aches and at this point and would like to find out all the possible 
side effects known thus far to determine whether the vaccine may have caused my recent health 
issues. 


Symptoms ees VAERS 1D Adverse Event Description 


Unilateral Bell?s palsy. Onset was 9.12.21. 2nd dose of Pfizer vaccine was August 10th so she is 
about 4 weeks out CHIEF COMPLAINT: NUMBNESS and FACIAL DROOP Assessment/Plan - 
DIAGNOSIS at time of disposition: 1. Bell's palsy MEDICAL DECISION MAKING Supervising 
Physician: Dr. This is a 13-year-old previously healthy female presenting with 5 hours of complete 
left-sided facial droop without any other associated symptoms. Patient is very well-appearing in no 
acute distress upon arrival with normal vital signs. Patient has a GCS of 15, A&O x4. Patient does 
have complete left-sided facial droop including the forehead making this most consistent with Bell's 
COVID19 palsy and not a central neurologic process such as stroke. Patient has no other neuro deficits on 
BELL'S PALSY |VACCINE | 1708324-1 | exam. I did speak with Neurology who agreed with the diagnosis and advised on 1000 mg of 
(COVID19) Valtrex 3 times daily for a week and prednisone burst with taper over total of 10 days. Patient was 
given 1st dose of both these medications here in the emergency department. Patient will follow up 
with Neurology in 4-6 weeks. Patient is also unable to fully close her left eye and therefore was 
given eye drops, eye gel for night and a eye patch which she was advised to wear while sleeping. 
Dad was agreeable with this plan patient was discharged home in stable condition. Medications 


valACYclovir (VALTREX) tablet 1,000 mg (has no administration in time range) glycerin- 
hypromellose-PEG 400 (ARTIFICIAL TEARS) ophthalmic solution 1 drop (has no administration in 
time range) predniSONE (DELTASONE) tablet 50 mg (50 mg Oral Given 9/12/21 1536) 


COVID19 
BELL'S PALSY | VACCINE | 1708706-1 | I developed Bells Palsy in the week following my 2nd Vaccine 
(COVID19) 


Patient has developed Bell's Palsy as of 9/14/2021. He had also been experiencing random swelling 
COVID19 around his wrist bone and then both knees swelled up causing severe pain when he walked. 
BELL'S PALSY | VACCINE | 1709672-1 Bedrest helped the swelling. This started approximately 9/3/2021. Within the same week he 
(COVID19) “~~~ | started having severe back and neck pain causing him to not be able to sleep for more than an 
hour. The following week on the 14th we ended up taking him to the ER for stroke symptoms and 


that's when he was diagnosed with Bell's. Palsy. 


COVID19 
BELL'S PALSY |VACCINE | 1710052-1 | Bell's Palsy 
(COVID19) 


she has not gotten 2nd dose yet; left arm soreness; Couldn't wink her right eye/has a hard time 
seeing out of her right eye/couldn't lift her right eyebrow; Bell's Palsy and it has been awful; 
Earache in her right ear; Face was swollen; Left arm and under that arm soreness; This 
spontaneous case was reported by a consumer and describes the occurrence of BELL'S PALSY 
(Bell's Palsy and it has been awful) and OPHTHALMOPLEGIA (Couldn't wink her right eye/has a 
hard time seeing out of her right eye/couldn't lift her right eyebrow) in a 59-year-old female 
patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 050C21A) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below. No Medical History 
information was reported. On 29-Jul-2021, the patient received first dose of MRNA-1273 (Moderna 
COVID-19 Vaccine) (unknown route) 1 dosage form. In July 2021, the patient experienced 
AXILLARY PAIN (Left arm and under that arm soreness). On 25-Aug-2021, the patient experienced 
EAR PAIN (Earache in her right ear) and SWELLING FACE (Face was swollen). On 26-Aug-2021, the 
patient experienced BELL'S PALSY (Bell's Palsy and it has been awful) (seriousness criterion 
medically significant) and OPHTHALMOPLEGIA (Couldn't wink her right eye/has a hard time seeing 
out of her right eye/couldn't lift her right eyebrow) (seriousness criterion medically significant). On 
an unknown date, the patient experienced PRODUCT DOSE OMISSION ISSUE (she has not gotten 
2nd dose yet) and VACCINATION SITE PAIN (left arm soreness). The patient was treated with 
COVID19 PARACETAMOL (TYLENOL) on 25-Aug-2021 for Earache, at an unspecified dose and frequency. At 
BELL'S PALSY |VACCINE | 1711194-1 | the time of the report, BELL'S PALSY (Bell's Palsy and it has been awful), EAR PAIN (Earache in her 
(COVID19) right ear), SWELLING FACE (Face was swollen), OPHTHALMOPLEGIA (Couldn't wink her right 

eye/has a hard time seeing out of her right eye/couldn't lift her right eyebrow), AXILLARY PAIN 
(Left arm and under that arm soreness) and VACCINATION SITE PAIN (left arm soreness) outcome 
was unknown and PRODUCT DOSE OMISSION ISSUE (she has not gotten 2nd dose yet) had 
resolved. The action taken with MRNA-1273 (Moderna COVID-19 Vaccine) (Unknown) was 
unknown. Concomitant medications were not provided. Patient stated that she had a hard time 
seeing out of her right eye and did not receive the second dose. Company Comment: This case 
concerns a 59 year-old, female patient with no relevant medical history, who experienced the 
unexpected events of ear pain, swelling face, ophthalmoplegia, product dose omission and 
expected events of Bell's Palsy, axillary pain and vaccination site pain. The events ear pain and 
swelling face occurred approximately 27 days after the first dose while events ophthalmoplegia and 
Bell's palsy occurred 28 days after first dose of Spikevax. The benefit-risk relationship of Spikevax 
is not affected by this report.; Sender's Comments: This case concerns a 59 year-old, female 
patient with no relevant medical history, who experienced the unexpected events of ear pain, 
swelling face, ophthalmoplegia, product dose omission and expected events of Bell's Palsy, axillary 
pain and vaccination site pain. The events ear pain and swelling face occurred approximately 27 
days after the first dose while events ophthalmoplegia and Bell's palsy occurred 28 days after first 
dose of Spikevax. The benefit-risk relationship of Spikevax is not affected by this report. 


Bell's palsy; This is a spontaneous report from a contactable consumer (patient). A 47-years-old 
non-pregnant female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE) via an unspecified route of administration, administered in the left arm on 24Aug2021 at 
15:30 (Batch/Lot Number: Fd8448) as single dose for COVID-19 immunisation in the pharmacy. 
The patient has no medical history. There were no concomitant medications. The patient was not 

COVID19 à e : i A . a 

BELL'S PALSY | VACCINE | 1711414-1 pregnant at the time of vaccination. The patient did not receive any other vaccines within 4 weeks 

(COVID19) ~ | prior to the COVID vaccine. The patient does not have covid prior to vaccination and was not 
tested positive post vaccination. On 24Aug2021 at 19:15, after experiencing numbness and eye lid 
not closing, patient visited the emergency room (ER) and Bell's palsy was the diagnosis. The 
patient was treated with steroids and antivirus medications and had a follow up with neuro. The 


outcome of the event was unknown. No follow- up attempts are needed. No further information is 
expected. 


bell's palsy; This is a spontaneous report. A contactable consumer(patient) reported that a patient 
of unspecified age and gender received bnt162b2 (BNT162B2), via an unspecified route of 
COVID19 administration on Jun2021 (Batch/Lot number was not reported) as DOSE NUMBER UNKNOWN, 
1711456-1 


BELL'S PALSY | VACCINE SINGLE for covid-19 immunisation, The patient medical history was not reported. The patient's 
concomitant medications were not reported. The patient experienced bell's palsy and was told by 
urgent care to go to the emergency room. Outcome of event was unknown. The lot/batch number 
is not available despite the follow-up attempts made. Follow-up attempts have been completed and 
no further information is expected. 


(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


I have developed Bell's Palsy; paralysis of the left side of my face on 27Aug2021. Preceded by left 
ear, head; neck pain; This is a spontaneous report from a contactable consumer (patient). A 36- 
year-old non-pregnant female patient received bnt162b2 (BNT162B2), dose 2 via an unspecified 
route of administration, administered in the right arm on 21Jun2021 17:45 (Lot Number: EW0178) 
as single dose (at the age of 36 years old) for COVID-19 immunisation . The patient medical 
history was not reported. here were no concomitant medications. Previously the patient received 
the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE on 28May2021 (at the age of 
COVID19 36 years old) in the right arm for COVID-19 immunisation. The vaccine was administered at 
BELL'S PALSY | VACCINE | 1711470-1 | Pharmacy or Drug Store. The patient did not receive any other vaccines within 4 weeks prior to the 
(COVID19) COVID vaccine. The patient was not diagnosed with COVID-19 prior to vaccination. The patient had 
not been tested for COVID-19 since the vaccination. On 27Aug2021 10:00, the patient 
experienced: I have developed bell's palsy (medically significant), paralysis of the left side of my 
face on 27aug2021. Preceded by left ear, head (medically significant), neck pain. No other 
infection, trauma or virus is found to be to blame. The outcome of the events was not recovered. 


Therapeutic measures were taken as a result of the events (Medications are underway). The 
events required a visit to the emergency room and a visit to the physician's office. Follow-up 
attempts are completed. No further information is expected. 


Bells Palsy; This is a spontaneous report from a Pfizer sponsored program. A contactable other HCP 

(patient daughter) reported for a male patient (reporter father). A male patient of an unspecified 

age received bnt162b2 (BNT162B2, Solution for injection, Lot number was not reported), via an 

unspecified route of administration on an unspecified date as DOSE NUMBER UNKNOWN, SINGLE 

for covid-19 immunisation. The patient medical history and concomitant medications were not 

reported. The patient experienced bells palsy on an unspecified date. The outcome of the event 
1711618-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


was unknown. The lot number for the vaccine, [BNT162B2], was not provided and will be 
requested during follow up.; Sender's Comments: Based on the limited information in the case 
report, a possible causal relationship between the event Bell's palsy and suspect drug BNT162B2 
cannot be excluded The impact of this report on the benefit/risk profile of the Pfizer product is 
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 
aggregate data for adverse events. Any safety concern identified as part of this review, as well as 
any appropriate action in response, will be promptly notified to regulatory authorities, Ethics 
Committees, and Investigators, as appropriate 


Doesn't know if it was like a bells palsy reaction; mild numbness and tingling sensation in left side 
of face; mild numbness and tingling sensation in left side of face; Like there was novocaine on/in 
it; This is a spontaneous report from a contactable other health care professional, the patient. A 
25-years-old female patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA 
VACCINE, solution for injection, lot number: ER8727), via an unspecified route of administration in 
the deltoid left on 22Mar2021 11:00 as dose 1, single (at the age of 25-years-old) for covid-19 
immunization. Medical history included medication allergy. There were no concomitant 
medications. Vaccination Facility Type Hospital. The patient previously took flu vaccine for 
immunization. The patient received the first dose of this vaccine in Mar. Shortly after, clarified on 
her drive home from receiving the dose, the left side of face just face felt numb and tingly, like 
there was novocaine on/in it. The patient stated that her PCP assessed and did a neurological 
check. Again, stated that the numbness and tingly sensation was very mild, it was not a strong 
and it lasted 3-4 months after her first dose. She stated it was very weird and she was a healthy 

COVID19 individual and not on any medications, she gets the flu vaccine every year, so this was scary and 

BELL'S PALSY | VACCINE | 1711623-1 | concerning. The patient discussed with her PCP and went by what the CDC said in regard to being 

(COVID19) 80 percent effective after one dose, versus 90 to whatever after the second dose. Both her and her 
doctor came to an agreement that they did not know what the reaction was. Patient did not know if 
it was like a bell's palsy reaction, so she delayed getting her second dose. The patient did not 
receive any other vaccine within four weeks prior to vaccination. The patient went to emergency 
room and physician office for the events. It was reported that doctor poked the patient face with a 
pen. The clinical outcome of the events mild numbness and tingling sensation in left side of face 
was recovered on an unknown date in 2021 while outcome of the other events was unknown.; 
Sender's Comments: Based on the information available the causal association between the events 
bell's palsy and the usage of the vaccine BNT162B2 cannot be completely excluded. The case will 
be reassessed once additional information is available. The impact of this report on the benefit/risk 
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including 
the review and analysis of aggregate data for adverse events. Any safety concern identified as part 
of this review, as well as any appropriate action in response, will be promptly notified to RAs, 
Ethics Committees, and Investigators, as appropriate. 


Bell's Palsey after receiving the vaccine; This is a spontaneous report from a Pfizer-sponsored 
program. A non-contactable consumer reported for a patient. A patient of unspecified age and 
gender received BNT162B2 (PFIZER-BIONTECH COVID-19 Vaccine, solution for injection, Batch/lot 
number was not reported), via an unspecified route of administration, on an unspecified date at a 
COVID19 dose number unknown, single for covid-19 immunisation. The patient medical history was not 
BELL'S PALSY | VACCINE | 1711740-1 | reported. The patient's concomitant medications were not reported. On an unspecified date, the 
(COVID19) patient developed Bell's Palsey. The reporter stated a family member developed Bell's Palsey after 
receiving the vaccine. The reporter had first hand knowledge of the patient and was reporting on a 
specific patient. The reporter stated that she is not going to get the vaccine. The outcome of the 


event was unknown. No follow up attempts are possible. Information about lot/batch number 
cannot be obtained. No further information is expected. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy/Caller is calling about a family member who received the first dose and felt Bell's Palsy; 
This is a spontaneous report from a Pfizer sponsored program COVAX US Support. A contactable 
Pharmacist reported for a 28-year-old male patient that received BNT162B2 (PFIZER BIONTECH 
COVID VACCINE, solution for injection), dose 1 via an unspecified route of administration on 
Apr2021 (Batch/Lot number was not reported) as DOSE 1, SINGLE for covid-19 immunisation. The 
patient medical history and concomitant medications were not reported. On an unknown date in 
Apr2021, the patient experienced bell's palsy/caller was calling about a family member who 
received the first dose and felt bell's palsy. It was reported that her concern was now for the 
second dose because he had held off because he doesn't want to get Bell's Palsy again because it 
took some time to resolve and it could affect his work. Caller stated she would like to know why 
was it a difference in the labeling and was there a way to get a medical exemption for the second 
dose at this time because of that. Caller would like to know what guidance does Pfizer suggest for 
her family member to receive the second dose of the vaccine. Caller stated he was seen by a 
COVID19 physician and put on medicines and so on. Caller states the main reason for this call was the 
BELL'S PALSY |VACCINE | 1713078-1 | difference that she found in the United Kingdom versus what she could find in the United States. 
(COVID19) at Caller stated was it not still the Pfizer vaccine in the United Kingdom. Caller stated she was hoping 
Pfizer would have more information about their drug in United Kingdom but they do not and this 
very disappointing. Caller stated if you cant get the information from the manufacturer and don't 
know it gets a little frustrating. Caller stated unfortunately this was her second call to Pfizer and 
she knows where we are coming from and this is not that helpful which is too bad because there 
was not for sure a cause and effect of anything and in one labeling it says its a rare side effect and 
in another it doesn't and it just doesn't make sense to her. At the time of this report, the outcome 
of event was unknown. The lot number for BNT162B2 was not provided and will be requested 
during follow up.; Sender's Comments: Based on the available information and the strong drug 
event temporal association, a possible contributory role of suspect product BNT162B2 to 
development of event Bell's palsy cannot be excluded. The impact of this report on the benefit/risk 


profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including 
the review and analysis of aggregate data for adverse events. Any safety concern identified as part 
of this review, as well as any appropriate action in response, will be promptly notified to regulatory 
authorities, Ethics Committees, and Investigators, as appropriate. 


COVID19 
BELL'S PALSY |VACCINE | 1713267-1 | Bells Palsey 
(COVID19) 


COVID19 Symptoms of Bells Palsy. Facial paralysis on the left side of my face. Cannot smile on the side and 
BELL'S PALSY | VACCINE | 1713519-1 | some slight drooping. Mild pain behind my ear and a headache only in the left temple area. Odd 
(COVID19) mouth sensations as well. 
COVID19 
BELL'S PALSY | VACCINE | 1713791-1 | left sided facial droop - likely Bell's Palsy 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1713941-1 | I got Bell's Palsy 5 days after my second dose of Moderma Vaccine. 
(COVID19) 


The day after my second shot I woke up ver fatigued with a severe, throbbing, persistent headache 
to the left side of my head behind my left ear. I had the headache for 2 days and it intensified. On 
08/06/2021 at approximately 6:00 PM the left side of my face dropped and it was paralyzed. On 
COVID19 08/08/2021 A Doctor at an Urgent Care diagnosed me with Bells Palsy. He prescribe Prednisone, 
BELL'S PALSY |VACCINE | 1714474-1 | Valtrex and antibiotic eye drops. My PCP, then took over my care. He recommended physical 
(COVID19) therapy and placed me off from work until 10/04/2021. I have been to approximately 4 physical 
therapy appointments and my symptoms have slowly improved. I still have pain, swelling, and 


numbness to the left rear of my head and the left side of my face. Treatment will continue and an 
MRI was ordered. 


COVID19 Bells Palsy of R face started one hour before presentation to the ED. This was the same side as 
BELL'S PALSY | VACCINE | 1715088-1 | vaccine was given. She was treated with Prednisone and Acyclovir. Also reported she was having 
(COVID19) paresthesia over R deltoid at region of injection. 


COVID19 Just days after the vaccine the patient woke up with the left side of his face numb and inactive. He 
BELL'S PALSY |VACCINE | 1715164-1 | was shortly after diagnosed with Bells palsy. And has been prescribed a steroid pack for the bells 
(COVID19) palsy. 


COVID19 Patient developed typical reaction to Covid-19 vaccine with fever, sore arm and headache within 17 
BELL'S PALSY | VACCINE | 1715322-1 | POUrS of her 2nd Covid-19 vaccination. At the same time, she also developed left sided facial 
(COVID19) ~~~ | paralysis consistent with Bell's Palsy. Fever and headache had resolved at time of office visit. 
Treatment was initiated with prednisone 60 mg daily for 7 days. 


Symptoms ee VAERS 1D Adverse Event Description 


Burning and tingling under my skin on the right side of my back and red splotchy areas. I will have 
extreme fatigue and pain when that happens. I went to the ER because I needed it documented in 
the record and the ER last week of April 2021, physician he reviewed my record and said that I 
was already taking Valtrex so he gave me an infusion of 125 mg of Solu Medrol. For several days, I 
stayed home. I didn't go anywhere around anybody and I took Tylenol for discomfort. The infusion 
helped with my symptoms. The Solu Medrol was given to me when I went to ER for the Bell's Palsy 
symptoms on the right side of my face and not just for the Shingles symptoms but it was 
confirmed that I still had those Shingles symptoms. I have shingles so many times in my life, I 
can't remember how many times. But what was unique about that episode was that for the first 
time in my life, the shingles came on the right side of body. All the other times I have had it have 
been always on the left side of my body. It caused me fear that it I would have Bell's Palsy on my 
right side of my face and in my eye and the doctor confirmed that would happen. I did go on to 
Infectious Disease, they checked if I was HIV positive and I wasn't. I went to Immunology, he 
referred the MRI of my brain. They don't know why I keep getting it over and over again. But 
whether it was the vaccination or not, I don't know. It did occur at the time of the second, where it 
went from left side of body to the right. The immunologist told me to get the Shingles Vaccine for 
my immune system to make those antibodies. I did take the Shingles vaccination and that resulted 
in high fevers and chills for three days I stayed in bed. I came through that. The next Shingles 
COVID19 vaccination would have been in May. But I didn't get it because I had Bell's Palsy on April 26th on 
BELL'S PALSY | VACCINE | 1715506-1 | MY face on my right side. The doctor told me not to get the second Shingles vaccination. I am still 
(COVID19) ~ | not well. I have a little bit of Bell S Palsy, still happening on the right side of face. I have about 

50% movement back. The thing that is the most trouble is the problems with handling my food 
and chewing my food and also my speech. I told my neurologist my speech deteroites and 
becomes odd and he says because the muscles tire easily. It didn't go in my eye. (Dec 2020 I had 
shingles in left eye and face. It was very painful and lasted a month. I still don't see correctly out 
of that eye yet today.) My shingles symptoms have recovered after June ist. I was seeing my 
cardiologist for routine follow up June 1 2021. COVID occurred in August, on the 8th of August 
diagnosed with COVID. Starting about 3rd or 4th of month, I had some sneezing and some 
coughing. I didn't think it was associated with COVID because I was going out in the yard and 
cutting my grass. It was hot and humid. I did about 10 minutes at a time. I am cutting and 
sneezing and I have allergies to many environmental allergies so I thought it was from that. I had 
mild bone pain. But then my gut started hurting. I thought I had eaten some bad food. I was really 
nauseated, never vomited. I started eating the BRAT diet to try to help. Gastroenteritis symptoms. 
Mylanta 30 mg and nibble on toast and eat a little rice. That went on for about four days, horrible 
pain. On the fourth day, I had diarrhea. The next day, the horrible pain was so bad that I had to go 
to ER, and they wanted to do a COVID test and I was positive. The ER physician said that many 


-Skin rashes over face and neck -Total impotency. -June 6th I had a 3mm kidney stone that I have 
COVID19 yet to pass. -July 11th I had a severe aura while driving, that lasted better than 30 minutes. -Aug 
BELL'S PALSY |VACCINE | 1716080-1 | 6th, I developed Bell's Palsy to the right side of the face. -Blood tests revealed that I now have 
(COVID19) only 50% functionality of my kidneys. -Blood tests revealed that I now have high PSA levels and 


older people are having this horrible gut pain with the nausea and pain. Symptomatic treatment 
and that was: Zofran and tramadol prescribed. Urgent Care: I had an infusion of monoclonal 
antibodies on August 16th and that really, really helped. I am recovered and I had a repeat COVID 
test and that was five days after the infusion and that was a negative result. 


require a prostate biopsy. 


COVID19 
BELL'S PALSY | VACCINE 1718761-1 Bell's Palsy 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE | 1719033-1 | Bell's palsy on the right side of the face where injection site is located. 

(COVID19) 

CoOvID19 Bell's Palsy on RIGHT side of face. Half her face can't smile, can hardly close eye, lost sense of 
BELL'S PALSY |VACCINE 1719221-1 " d f 

(COVID19) ————=— | taste on 1/2 her face. 


COVID19 Patient began having bells palsy like symptoms on 9/7/2021, was diagnosed on 9/9 by Dr. Patient 
BELL'S PALSY | VACCINE | 1719440-1 | states was given antivirals/corticosteroids. Symptoms resolved after 2 weeks. Unsure if Dr. office 
(COVID19) has already completed a vaers report. 


I noticed when I woke up that something was weird with the left side of my face. I waited to see if 
COVID19 it would go away throughout the day and it didn't. The left side of my face wasn't moving with the 
BELL'S PALSY | VACCINE | 1719763-1 right side of my face. One side of my face was asymmetrical over night. I waited over night and 
(COVID19) ~——~—~—_ | then called my doctor and they got my an appointment. I saw a doctor and she told me it was 
bell's palsy. They gave me steroids and I think prednisone. It has slowly been getting better 


although it has taken a while. 


COVID19 
BELL'S PALSY |VACCINE | 1719781-1 | Bells palsy, left arm and left leg numbness 
(COVID19) 


Bell's Palsy; This is a spontaneous report from a contactable consumer. A 7-decade-old male 
patient received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for 
injection, Batch / Lot number and expiration date was not reported) via an unspecified route of 
COVID19 administration on an unknown date as single dose for COVID-19 immunization. Medical history and 
BELL'S PALSY | VACCINE | 1721932-1 | concomitant medications were not reported. It was reported that one person had Bell's Palsy 
(COVID19) (medically significant) after the receiving the first vaccine and they did not get the second dose. 
Outcome of the event was unknown. The lot number for the vaccine [BNT162B2] was not provided 


and will be requested during follow-up. The lot number for the vaccine [BNT162B2] was not 
provided and will be requested during follow-up. 


Bell's palsy--Left side. Associated c HA 12 hrs before. Woke up c L facial weakness. Seen in ED 
5/4/2021. Treatment: Artificial Tears ophthalmic solution: See Instructions, 2 drops in left eye, 
QID, # 30 mL, 0 Refill(s), Start Date/Time 05/05/21 1:50:00 EDT, Acute, 103.1 acyclovir 400 mg 
COVID19 oral tablet: 400 mg = 1 tab(s), PO, 5 times/day, # 50 tab(s), O Refill(s), Start Date/Time 05/05/21 
1722669-1 


BELL'S PALSY | VACCINE 2:18:00 EDT, Maintenance, 103.1 ocular lubricant ophthalmic ointment: See Instructions, Eye, Left 
(COVID19) prior to bedtime and eye taping, # 7 gm, 0 Refill(s), Start Date/Time 05/05/21 2:07:00 EDT, 
Maintenance, 103.1 predniSONE 20 mg oral tablet: 60 mg = 3 tab(s), PO, Daily, with food or milk, 
X 7 day(s), # 21 tab(s), O Refill(s), Start Date/Time 05/05/21 1:51:00 EDT, Acute, 103.1. 
Improved but still very asymmetric. 


Symptoms ‘Vaccine | vaes 10 Adverse Event Description 
Type 
COVID19 

BELL'S PALSY | VACCINE | 1722765-1 | Caused Shingles and Bells Palsy 
(COVID19) 


Patient received his COVID-19 vaccine, the Johnson & Johnson brand, on 9/16/2021. Following his 
COVID19 vaccination, he has had worsening ascending weakness and paresthesia in the bilateral lower 
BELL'S PALSY | VACCINE | 1722821-1 extremities. This initially worsened to the point of requiring a cane, but as of 9-22-2021 he is 
(COVID19) ~~~ | unable to walk. In addition, he has noted weakness of the facial muscles and trouble with 
speaking, swallowing, and breathing. All of the symptoms have been persistent and worsening 


over the last several days. 


COVID19 _ _ , B A. 

BELL'S PALSY | VACCINE | 1723106-1 Bells Palsey June 19th Lasted 3 weeks. Vestibular Neuritis (possibly) Suggested by Doctor, not 
(COVID19) ——=— | Officially diagnosed. Severe Dizziness lasted 4 days. Lingering Dizziness still ongoing. July 26th 
COVID19 

BELL'S PALSY | VACCINE | 1723334-1 | Developed Bell?s palsy around 8/25 
(COVID19) 
COVID19 

BELL'S PALSY | VACCINE | 1723401-1 | developed Bells Palsy 9/19/21 
(COVID19) 


COVID19 Right side of face is paralyzed 2 months after getting Pfizer vaccine. Diagnosed with Bells Palsy. Dr. 
BELL'S PALSY | VACCINE | 1723816-1 | prescribed meds and said it could be a result of the vaccine. Dr. said Bells Palsy is a common 
(COVID19) adverse effect of the vaccines. 


Bell's palsy; Rheumatoid arthritis flare up; Numbness in toes; Fatigue; Heartburn; airborne 
allergies; Fibromyalgia; restricted in movement; misfire with a pen exploded; sprayed the in the 
eyes and face; This is a solicited report based on the information received by Pfizer (Manufacturer 
Control No: 21K-163-4062444-00). A contactable consumer (patient) reported A 50-year-old 
female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, Solution for 
injection, Batch/Lot number was not reported), intramuscular, first dose on 23Jul2021 (at age of 
49 years old), second dose on 13Aug2021 (at age of 50 years old), both as single dose for COVID- 
19 immunisation; adalimumab (HUMIRA), subcutaneous from an unspecified date at unspecified 
dose for Moderate to Severe Rheumatoid Arthritis. The patient medical history and concomitant 
medications were not reported. A 50-year-old female with events of non-serious misfire with a pen 
exploded and sprayed the in the eyes and face, bell's palsy, numbness in the toes, fatigue, 
rheumatoid arthritis flare, heartburn, airborne allergies, fibromyalgia and restricted in movement 
with humira (adalimumab). On unknown dates, the patient experienced bell's palsy, numbness in 
the toes, fatigue, rheumatoid arthritis flare, heartburn, airborne allergies, fibromyalgia and 
restricted in movement. In 2021, the patient experienced misfire with a pen exploded and sprayed 
the in the eyes and face. It was unknown if patient was enrolled in a covid-19 vaccine trial. On 
23Jul2021, patient received 1st dose COVID-19 vaccine manufactured by Pfizer. On 13Aug2021, 
patient received 2nd dose COVID-19 vaccine manufactured by Pfizer. The action taken in response 
to the events for adalimumab was not applicable. The Outcome of the event Rheumatoid arthritis 
flare up was recovered on unknown date, misfire with a pen exploded and sprayed the in the eyes 
and face was recovered in 2021, for fatigue was recovering, for restricted in movement was 
unknown, for other events was not recovered. Causality for HUMIRA (adalimumab): The reporter's 
causality for the events of misfire with a pen exploded and sprayed the in the eyes and face onset 
COVID19 in 2021, rheumatoid arthritis flare and misfire with a pen exploded and sprayed the in the eyes and 
BELL'S PALSY | VACCINE | 1725503-1 | face onset in 2021 with humira (adalimumab) was a reasonable possibility. The reporter's causality 
(COVID19) for the events of bell's palsy, numbness in the toes, fatigue, heartburn, airborne allergies and 
fibromyalgia with humira (adalimumab) was no reasonable possibility. The reporter's causality for 
the events of restricted in movement was not provided. For Humira: Accidental contact of product 
with eye Causality as per reporter (Drug/Vaccine): Reasonable possibility; Bell's palsy Causality as 
per reporter (Drug/Vaccine): No reasonable possibility; Numbness in toes, Causality as per 
reporter (Drug/Vaccine): No reasonable possibility; Fatigue, Causality as per reporter 
(Drug/Vaccine): No reasonable possibility; Rheumatoid arthritis flare up, Causality as per reporter 
(Drug/Vaccine): Reasonable possibility; Device issue Causality as per reporter (Drug/Vaccine): 
Reasonable possibility; Heartburn Causality as per reporter (Drug/Vaccine): No reasonable 
possibility; Allergic respiratory symptom, Causality as per reporter (Drug/Vaccine): No reasonable 
possibility; Fibromyalgia Causality as per reporter (Drug/Vaccine): No reasonable possibility; 
Mobility decreased Causality as per reporter (Drug/Vaccine): Not Reported. For PFIZER BIONTECH 
COVID-19 vaccine, Accidental contact of product with eye Causality as per reporter 
(Drug/Vaccine): Not Related; Bell's palsy Causality as per reporter (Drug/Vaccine): Not Related; 
Numbness in toes Causality as per reporter (Drug/Vaccine): Not Related; Fatigue Causality as per 
reporter (Drug/Vaccine): Not Related; Rheumatoid arthritis flare up Causality as per reporter 


(Drug/Vaccine): Not Related; Device issue Causality as per reporter (Drug/Vaccine): Not Related; 
Causality as per reporter (Drug/Vaccine): Not Related; Fibromyalgia Causality as per reporter 
obtained. No further information is expected.; Sender's Comments: Based on the information in 
BNT162B2 and more likely due to the concomitant medications. 
4/1 ? Ear started hurting, headache, and tired 4/3 ? ER visit due to face drooping ? Bells Palsy 
COVID19 diagnoses ? RX ? Prednisone and Valcyclovir 4/4 ? Ear hurting, notices that drinking is difficult as 
BELL'S PALSY | VACCINE | 1726425-1 | liquid won?t stay in mouth. Using Visine as eye won?t blink properly and while showering he gets 
(COVID19) soap in his eye because he can?t shut it all the way. 4/? Followed up with doctor. Advised not to 


(Drug/Vaccine): Not Related; Mobility decreased Causality as per reporter (Drug/Vaccine): Not 
Related. No follow-up attempts are possible; information about lot/batch number cannot be 
Starting 7/1/2021, my stomach started hurting and I started throwing up. I called an ambulance 
COVID19 and went to the ER. I was diagnosed with bowel obstruction. I was treated and discharged. Then 3 
BELL'S PALSY | VACCINE | 1726311-1 days later on 7/3/2021, I was feeling very weak and not getting better. I had left side droopy eyes 
(COVID19) ~—~~~~-—~ | and mouth. I was taken back to the hospital and initially they thought I was having a stroke. They 
ran a bunch of tests and I was not having a stroke. I was in the hospital for 3 days then discharged 
to a rehab center where I was finally diagnosed with Bell's Palsy. 


Heartburn Causality as per reporter (Drug/Vaccine): Not Related; Allergic respiratory symptom 
the case report, the reported events were assessed as probably unrelated to the suspect product 
get second shot. 4/? Symptoms have corrected themselves. 


COVID19 
BELL'S PALSY | VACCINE | 1726573-1 | Day 1 extreme exhaustion Day 12 Covid ARM Day 29 Bells Palsy 
(COVID19) 


COVID19 
BELL'S PALSY |VACCINE | 1726961-1 | bellspalsy left side of face 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


1729448-1 


1730284-1 
1730294-1 


Bells Palsey 


I've been sick for a long time; Kind of numb; like I have Bell's palsy, paralyze some part of my 
face, the right side/ I have paralyze some part of my face/started on my left (side) then it moved 
over to my right (side); I can't form my words; This spontaneous case was reported by a 
consumer and describes the occurrence of BELL'S PALSY (like I have Bell's palsy, paralyze some 
part of my face, the right side/ I have paralyze some part of my face/started on my left (side) then 
it moved over to my right (side)) in a 54-year-old female patient who received MRNA-1273 
(Moderna COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of additional non-serious 
events is detailed below. No medical history was provided. Concomitant products included 
OXYCODONE for Back pain, METOPROLOL, HYDROCHLOROTHIAZIDE and GABAPENTIN for an 
unknown indication. On 10-Sep-2021, the patient received first dose of MRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 14-Sep-2021, the patient experienced 
BELL'S PALSY (like I have Bell's palsy, paralyze some part of my face, the right side/ I have 
paralyze some part of my face/started on my left (side) then it moved over to my right (side)) 
(seriousness criterion medically significant) and SLOW SPEECH (I can't form my words). On an 
unknown date, the patient experienced ILLNESS (I've been sick for a long time) and 
HYPOAESTHESIA (Kind of numb). At the time of the report, BELL'S PALSY (like I have Bell's palsy, 
paralyze some part of my face, the right side/ I have paralyze some part of my face/started on my 
left (side) then it moved over to my right (side)) had not resolved and ILLNESS (I've been sick for 
a long time), SLOW SPEECH (I can't form my words) and HYPOAESTHESIA (Kind of numb) 
outcome was unknown. The action taken with MRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular) was unknown. Patient taking medication for pressure as a concomitant. Patient 
reported that she experienced paralyze some part of her face, the right side. It started on her left 
side then it moved over to her right side. The paralysis started on 14Sep2021 and it is still 
ongoing. Company comment: This case concerns a 54 year old female who experienced serious 
unexpected event of Bell's palsy 4 days after the receiving the first dose of the Moderna vaccine. 
No medical history provided. Dechallenge is unknown and rechallenge is not applicable. The 
benefit-risk relationship is not affected by this report for the Moderna vaccine. Most recent 
FOLLOW-UP information incorporated above includes: On 15-Sep-2021: Additional information 
received on 15-Sep-2021 which updated events and concomitant products.; Sender's Comments: 
This case concerns a 54 year old female who experienced serious unexpected event of Bell's palsy 
4 days after the receiving the first dose of the Moderna vaccine. No medical history provided. 
Dechallenge is unknown and rechallenge is not applicable. The benefit-risk relationship is not 
affected by this report for the Moderna vaccine. 


Bell's palsy; Low grade fever; Felt tired; Nauseous; This spontaneous case was reported by a 
consumer and describes the occurrence of BELL'S PALSY (Bell's palsy), PYREXIA (Low grade fever), 
FATIGUE (Felt tired) and NAUSEA (Nauseous) in a 75-year-old female patient who received mRNA- 
1273 (Moderna COVID-19 Vaccine) (batch nos. 030L20A and 039K20A) for COVID-19 vaccination. 
No Medical History information was reported. On 08-Jan-2021, the patient received first dose of 
mMRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 05-Feb-2021, 
received second dose of MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was 
changed to 1 dosage form. On 05-Feb-2021, the patient experienced PYREXIA (Low grade fever), 
FATIGUE (Felt tired) and NAUSEA (Nauseous). On 14-May-2021, the patient experienced BELL'S 
PALSY (Bell's palsy). The patient was treated with PREDNISONE for Bell's palsy, at an unspecified 
dose and frequency. On 06-Feb-2021, PYREXIA (Low grade fever), FATIGUE (Felt tired) and 
NAUSEA (Nauseous) had resolved. At the time of the report, BELL'S PALSY (Bell's palsy) was 
resolving. No relevant concomitant medications were reported. Patient had Bell's palsy and was 
brought to ER and stayed for less than 24 hours. As per doctors, the event Bell's palsy wasn't 
related to the vaccine. Treatment for the events included anti-viral medication and eye drops. 
Company comment: This case concerns a 75 year old female patient, with no relevant medical 
history, who experienced the expected event of Bell's palsy. The event occurred approximately 4 
months after the second dose of Spikevax. The benefit-risk relation of Spikevax is not affected by 
this report. Event of Bell's Palsy was automatically upgraded as a Serious event. However, based 
on information available and as per medical criteria was classified as Non-serious. Most recent 
FOLLOW-UP information incorporated above includes: On 15-Sep-2021: Follow up received 
contains no new information.; Sender's Comments: This case concerns a 75 year old female 
patient, with no relevant medical history, who experienced the expected event of Bell's palsy. The 
event occurred approximately 4 months after the second dose of Spikevax. The benefit-risk 
relation of Spikevax is not affected by this report. Event of Bell's Palsy was automatically upgraded 
as a Serious event. However, based on information available and as per medical criteria was 
classified as Non-serious. 


Symptoms ees VAERS 1D Adverse Event Description 


has Bell's Palsy; started having a weird taste in her mouth; felt sharp pains in her jawline; eyes 
started twitching and her eyelids would not close; eyes started twitching and her eyelids would not 
close; This is a spontaneous report from a contactable consumer or other non hcp. A 51-years-old 
female patient received bnt162b2 (BNT162B2) formulation solution for injection, dose 1 (Lot 
Number: FA8448 expiry date was unknown) via an unspecified route of administration arm left on 
28Aug2021 15:00 (at the age of 51-years-old) as a single dose for covid-19 immunisation. Medical 
history and no concomitant medications. Prior Vaccinations (within 4 weeks): Reporter stated she 
has never had a vaccine. Reporter declined to provide HCP contact information and states she can 
look at her medicine but then stated she does not know the HCP's name or other information. 
Stated her patient card has the lot number handwritten on it and has another person on the line 
and call recording notification provided on the line again; Reporter stated she has her glasses on 
and can't see the lot number written and it looks like FA8448 and the card does not have the NDC, 
or expiry date written on it. Provide the time of onset of AE(s): Reporter stated she was not sure 
COVID19 when the Bell's Palsy began but she started having a weird taste in her mouth about a week ago 
BELL'S PALSY | VACCINE | 1730465-1 | and after that felt sharp pains in her jawline and her eyes started twitching and her eyelids would 
(COVID19) not close and that happened within the past week on Saturday, stated her eyelids started not being 
able to close three days ago. Stated the weird taste in her mouth was ongoing and she went to her 
dentist for something to do with infection in her mouth and took Amoxicillin for that and the 
Amoxicillin did not work, and she still has the weird taste in her mouth; stated her eyes stopped 
closing and the twitching began and she went to her doctor and he told her this on 09Sep2021. 
Stated the weird taste in her mouth was ongoing and the same as when it began; stated the 
Amoxicillin was in an orange pharmacy bottle and the dose is 875mg but because it was an orange 
pharmacy bottle, it has no lot, expiry date or NDC. Stated for her eye twitching, the eyes were 
twitching a couple of days ago and maybe last Friday and Monday and Tuesday they were twitching 
and then Wednesday her eyes would not close. Stated she has not had the 2nd dose of the Pfizer 
Vaccine and it was supposed to be next Saturday. Reporter asked if she could get a copy of this 


report and was provided with report reference number. Outcome of the events Taste disorder and 
pain in jaw was not recovered, all othe events was unknown. Follow-Up (14Sep2021): Follow-up 
attempts are completed. No further information is expected. 


"Bell's palsy; This is a Literature report. This reporter reported 3 reports, this is the 3 of 3 reports. 
This case was split from master case 202101198829 for a patient taking Bnt162b2 and 
experienced Bell's palsy.This information was from FDA briefing document. A patient of unspecified 
age and gender received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, 
Batch/Lot number was not reported), via an unspecified route of administration on an unspecified 
date as dose 2, single and first dose via an unspecified route of administration on an unspecified 

COVID19 date (Batch/Lot number was not reported) as dose 1, single, both for covid-19 immunisation. The 

BELL'S PALSY | VACCINE | 1730479-1 | patient medical history and concomitant medications were not reported. On an unspecified date, 

(COVID19) the patient experienced Bell's palsy. It was reported in the Food and Drug Administration briefings 
suggest risk of Bell's palsy is greatest within 1 month of a second vaccine dose. Of the Pfizer 
briefing notes ""from dose 1 through 1 month after dose 2, there were three reports of Bell's palsy 
in the vaccine group and none in the placebo group"". The outcome of the event was unknown.; 


Sender's Comments: Linked Report(s) : US-PFIZER INC-202101207187 Same article, different 
patients with same drug;US-PFIZER INC-202101207186 Same article, different patients with same 
drug" 


COVID19 
BELL'S PALSY |VACCINE | 1731475-1 | Afflicted with Bell?s Palsy. Paralysis on left side of face. Still paralyzed to date (9/24/2021) 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1731775-1 | Bells Palsy, numbness in left arm and left leg 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1732277-1 | after 5 months of receiving the vaccine he got a real bad stiff neck and Shingles and Belles Palsy 
(COVID19) 
COVID19 Started experiencing tingling April 21st. Bell's Palsy April 29th. Started to see peripheral 
BELL'S PALSY | VACCINE 1733190-1 - j " 
(COVID19) neuropathy over next couple months. Diagnosed CIDP in August 


BELL'S PALSY; SUDDEN ONSET OF CHEST PAIN; DIAPHORESIS; SKIN COLOR GRAY; BLOOD 
PRESSURE ELEVATED; RIGHT LEG WEAKNESS; PAIN IN MULTIPLE AREAS OF HIS BODY; REMAINS 
WEAK; This spontaneous report received from a consumer concerned a male of unspecified age. 
The patient's height, and weight were not reported. The patient's pre-existing medical conditions 
included: Patient had no history of strokes or Bell's Palsy and also had no prior history of blood 
pressure. The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route of 
admin, and batch number were not reported) dose, 1 total administered, start therapy date were 
not reported for prophylactic vaccination. The batch number was not reported and has been 
requested. No concomitant medications were reported. On an unspecified date, the patient 
experienced numbness to right side of face, asymmetrical smile, high blood pressure, also during 
admission patient had sudden onset of chest pain, diaphoresis, skin color gray. After the patient 
1733820-1 


COVID19 Woke up with bell's palsy July 4, 2021, took 2 baby aspirin and went immediately to Emergency 
BELL'S PALSY | VACCINE | 1731456-1 | Department at to receive evaluation and treatment. Condition has not improved as of this date, 
(COVID19) September 24, 2021. I still have complete paralysis of the left side of my face. 


got discharged from the hospital diagnosed with bell's palsy and developed right leg weakness 
,facial palsy also moved to left side of face. The patient stayed in hospital for another three days 
and got discharged with multispecialty follow ups, and also remained weak along with pain in 
multiple areas of patient body. On an unspecified date patient hospitalized for bell's palsy, chest 
pain, diaphoresis, skin color gray, blood pressure elevated and right leg weakness. Laboratory data 
(dates unspecified) included: Blood pressure (NR: not provided) with reported result as elevated, 
and Stroke work up (NR: not provided) result unknown. Treatment medications (dates unspecified) 
included: glyceryl trinitrate. The action taken with covid-19 vaccine ad26.cov2.s was not 
applicable. The patient was recovering from sudden onset of chest pain, diaphoresis, and skin color 
gray, had not recovered from right leg weakness, pain in multiple areas of his body, and remains 
weak, and the outcome of blood pressure elevated and bell's palsy was not reported. This report 
was serious (Hospitalization Caused / Prolonged); Sender's Comments: V0-20210944356-Covid-19 
vaccine ad26.cov2.s- Bell's palsy, sudden onset of chest pain, diaphoresis, skin color gray, blood 
pressure elevated .This event(s) is considered unassessable. The event(s) has an 
compatible/suggestive temporal relationship, is unlabeled, and has unknown scientific plausibility. 
There is no information on any other factors potentially associated with the event(s). 
20210944356-Covid-19 vaccine ad26.cov2.s-Right leg weakness. This event(s) is labeled per RA 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


o [Vaccine |__| andis therefore considered potentially related. 
uMptorr Yaa > D ACOVErsSeE Ve Je aie O 
ee 


Drooping of the left side of my face; numbness on the left side of my face; severe weakness of 
both of my legs and left arm; brain fog; severe lethargy; heaviness in my left eye; swelling in my 
left eye; I was in bed Wednesday and Thursday.; flu like symptoms; could not lift my head up; 
headache; started having a lot of mucus; This spontaneous case was reported by a consumer and 
describes the occurrence of BELL'S PALSY (Drooping of the left side of my face) in a 57-year-old 
female patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 035C21A) for 
COVID-19 vaccination. The occurrence of additional non-serious events is detailed below. 
Concurrent medical conditions included Asthma (Sever e Asthmatic.). On 07-Sep-2021, the patient 
received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 
07-Sep-2021, after starting mMRNA-1273 (Moderna COVID-19 Vaccine), the patient experienced 
SECRETION DISCHARGE (started having a lot of mucus). On 08-Sep-2021, the patient experienced 
INFLUENZA LIKE ILLNESS (flu like symptoms), DYSKINESIA (could not lift my head up) and 
HEADACHE (headache). On 09-Sep-2021, the patient experienced OCULAR DISCOMFORT 
(heaviness in my left eye), EYE SWELLING (swelling in my left eye) and LOSS OF PERSONAL 
INDEPENDENCE IN DAILY ACTIVITIES (I was in bed Wednesday and Thursday.). On 10-Sep-2021, 
the patient experienced BELL'S PALSY (Drooping of the left side of my face) (seriousness criterion 
medically significant), HYPOAESTHESIA (numbness on the left side of my face), MUSCULAR 
WEAKNESS (severe weakness of both of my legs and left arm), FEELING ABNORMAL (brain fog) 
and LETHARGY (severe lethargy). At the time of the report, BELL'S PALSY (Drooping of the left side 
of my face), SECRETION DISCHARGE (started having a lot of mucus), INFLUENZA LIKE ILLNESS 
(flu like symptoms), DYSKINESIA (could not lift my head up), OCULAR DISCOMFORT (heaviness in 

COVID19 my left eye), EYE SWELLING (swelling in my left eye), HYPOAESTHESIA (numbness on the left side 

BELL'S PALSY | VACCINE | 1734039-1 | of my face), MUSCULAR WEAKNESS (severe weakness of both of my legs and left arm), FEELING 

(COVID19) ABNORMAL (brain fog), LOSS OF PERSONAL INDEPENDENCE IN DAILY ACTIVITIES (I was in bed 
Wednesday and Thursday.), LETHARGY (severe lethargy) and HEADACHE (headache) outcome was 
unknown. DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): In 
January 2021, SARS-CoV-2 test: positive (Positive) Positive. On 22-Apr-2021, SARS-CoV-2 test: 
positive (Positive) Positive. On 04-Jun-2021, SARS-CoV-2 antibody test: positive (Positive) 
Positive. The action taken with MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was 
unknown. Concomitant products were not provided. Treatment medication were not reported. This 
case concerns a 57-year-old male patient with relevant medical history of severe Asthma who 
experienced the unexpected event of Bell's palsy. The event occurred 3 days after first dose of 
MRNA-1273. The rechallenge was not applicable as the patient had the first dose and not eligible 
for second dose at the time of the report base on dosing schedule. Causality assessment for the 
event was not provided by the reporter. The event is consistent with the current understanding of 
the mechanism of action of MRNA-1273. The benefit-risk relationship of MRNA-1273 is not affected 
by this report. Event seriousness assessed as per Regulatory Authority reporting and event is a 
medical important event.; Sender's Comments: This case concerns a 57-year-old male patient with 
relevant medical history of severe Asthma who experienced the unexpected event of Bell's palsy. 
The event occurred 3 days after first dose of mRNA-1273. The rechallenge was not applicable as 
the patient had the first dose and not eligible for second dose at the time of the report base on 
dosing schedule. Causality assessment for the event was not provided by the reporter. The event is 
consistent with the current understanding of the mechanism of action of MRNA-1273. The benefit- 
risk relationship of MRNA-1273 is not affected by this report. Event seriousness assessed as per 
Regulatory Authority reporting and event is a medical important event. 


Patient is showing symptoms of Bell's palsy; Face numbness, and it is pretty bad; This 
spontaneous case was reported by a consumer and describes the occurrence of BELL'S PALSY 
(Patient is showing symptoms of Bell's palsy) in a patient of an unknown age and gender who 
received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of 
additional non-serious events is detailed below. No Medical History information was reported. On 
an unknown date, the patient received second dose of MRNA-1273 (Moderna COVID-19 Vaccine) 
(unknown route) 1 dosage form. On an unknown date, the patient experienced BELL'S PALSY 
(Patient is showing symptoms of Bell's palsy) (Seriousness criterion medically significant) and 
COVID19 HYPOAESTHESIA (Face numbness, and it is pretty bad). At the time of the report, BELL'S PALSY 
BELL'S PALSY | VACCINE | 1734074-1 (Patient is showing symptoms of Bell's palsy) and HYPOAESTHESIA (Face numbness, and it is 
(COVID19) ~~~ | pretty bad) outcome was unknown. No concomitant medications were reported. No treatment 
medications were reported. Company Comment: This case concerns a patient of unknown age and 
gender who experienced serious expected event of Bell's palsy on unknown date after receiving 
both doses of the Moderna Covid-19 vaccine. No medical history provided. Dechallenge is unknown 
and rechallenge is unknown. The benefit-risk relationship is not affected by this report for the 
Moderna 19 vaccine.; Sender's Comments: This case concerns a patient of unknown age and 
gender who experienced serious expected event of Bell's palsy on unknown date after receiving 


both doses of the Moderna Covid-19 vaccine. No medical history provided. Dechallenge is unknown 
and rechallenge is unknown. The benefit-risk relationship is not affected by this report for the 
Moderna 19 vaccine. 


Bell's palsy; This is a spontaneous report from a contactable consumer. The reporter reported 3 
reports, this is the 1 of 3 reports. This case was split from master case 202101198829 for a 
patient taking Bnti62b2 and experienced Bell's palsy. A patient of unspecified age and gender 
received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, Formulation: 
Solution for injection, Batch/Lot number: not reported, Expiry date: not reported), via an 
unspecified route of administration on an unspecified date as dose 1, single and received second 
dose of bnti62b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, Formulation: Solution for 
1734187-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


injection, Batch/Lot number: not reported, Expiry date: not reported), via an unspecified route of 
administration on an unspecified date as dose 2, single for covid-19 immunization.Medical history 
and concomitant medications were not reported. On an unspecified date, the patient experienced 
bell's palsy. First, data reported in the Food and Drug Administration briefings suggest risk of Bell's 
palsy is greatest within 1 month of a second vaccine dose. The Pfizer briefing notes from dose 1 
through 1 month after dose 2, there were three reports of Bell's palsy in the vaccine group and 
none in the placebo group. The outcome of event was unknown. The lot number for the vaccine, 
[bnt162b2], was not provided and will be requested during follow up.; Sender's Comments: Linked 
Report(s) : US-PFIZER INC-202101207187 Same article, different patients with same drug; US- 
PFIZER INC-202101207188 Same article, different patients with same drug 


Symptoms ees VAERS 1D Adverse Event Description 


"Bell's palsy; This is a literature report from the The Regulatory Authority Infectious Diseases., 
2021, 21 (9); 1211-1212 entitled 'Bell's palsy and SARS-CoV-2 vaccines-an unfolding story - 
Authors' reply'. This reporter reported 3 reports, this is the 2 of 3 reports. This case was split from 
master case 202101198829 for a patient taking Bnt162b2 and experienced Bell's palsy. A patient 
of unspecified age and gender received first dose of bnti62b2 (PFIZER-BIONTECH COVID-19 
MRNA VACCINE, Formulation: Solution for injection, Batch/Lot number: not reported, Expiry date: 
not reported), via an unspecified route of administration on an unspecified date as dose 1, single 

COVID19 and received second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, 

BELL'S PALSY | VACCINE | 1734188-1 Formulation: Solution for injection, Batch/Lot number: not reported, Expiry date: not reported), 

(COVID19) ~~ | via an unspecified route of administration on an unspecified date as dose 2, single for covid-19 
immunisation. The patient medical history was not reported. The patient's concomitant medications 
were not reported. On an unspecified date, the patient experienced bell's palsy. First, data 
reported in the Food and Drug Administration briefings suggest risk of Bell's palsy is greatest 
within 1 month of a second vaccine dose. The Pfizer briefing notes ""from dose 1 through 1 month 
after dose 2, there were three reports of Bell's palsy in the vaccine group and none in the placebo 


group"". The outcome of event was unknown.; Sender's Comments: Linked Report(s) : US-PFIZER 
INC-202101207186 Same article, different patients with same drug;US-PFIZER INC- 
202101207188 Same article, different patients with same drug" 


Systemic: Allergic: Anaphylaxis-Severe, Systemic: Allergic: Difficulty Breathing-Severe, Systemic: 
Allergic: Difficulty Swallowing, Throat Tightness-Severe, Systemic: Allergic: Itch (specify: facial 
area, extremeties)-Severe, Systemic: Allergic: Itch Generalized-Severe, Systemic: Allergic: 
Swelling of Face / Eyes / Mouth / Tongue-Severe, Systemic: Bell's Palsy-Severe, Systemic: Body 
COVID19 Aches Generalized-Severe, Systemic: Chest Tightness / Heaviness / Pain-Severe, Systemic: 
BELL'S PALSY |VACCINE | 1734467-1 | Confusion-Severe, Systemic: Dizziness / Lightheadness-Severe, Systemic: Exhaustion / Lethargy- 
(COVID19) Severe, Systemic: Flushed / Sweating-Severe, Systemic: Hyperventilation-Severe, Systemic: 
Numbness (specify: facial area, extremities)-Severe, Systemic: Tingling (specify: facial area, 
extemities)-Severe, Additional Details: All muscles in limbs stiffened up within 10minutes. Lips 


turned blue. Patient reported rapid heart rated. Touble moving mouth, and couldn't talk. Jaw 
Stiffened and locked in place. 


COVID19 
BELL'S PALSY |VACCINE | 1734769-1 | Bells Palsy to left side of face 
(COVID19) 


Fever for 11 straight days reaching 104.3 and averaging 103.7, Severe chills for same duration, 
COVID19 migraines, sensitivity to light and day 14 developed Bells Palsy induced by the vaccine. I have not 
BELL'S PALSY | VACCINE | 1735982-1 | been sick at all for 18 months and was deathly ill within 24 hours after the shot!Blood draw on 
(COVID19) 09/23/2021 and bells Palsy symptom's started same day, returned to doctor on 09/24/2021 with 


confirmation of bells palsy. 


COVID19 Started running low grade fever that Saturday night times 3 days felt bad all week. Following 
BELL'S PALSY | VACCINE | 1736139-1 | Saturday my face felt strange. Woke up Sunday morning with Bella Palsey. Went to Med Clinic. 
(COVID19) Diagnosed with Bella Palsey. Given Prednisone, and anti viral. As of today has still not healed . 
COVID19 
BELL'S PALSY | VACCINE 1736744-1 | Bella palsy. 
(COVID19) 
COVID19 Patient calls the local health dept. to report an adverse reaction after receiving the Moderna 
BELL'S PALSY | VACCINE | 1736835-1 | vaccine. Vaccines were administered by Pharmacy at the patient's place of employment at Nursing 
(COVID19) Home. Patient reports he developed Bell's Palsy in June 2021 and it continues today. 
COVID19 ik : ; ; .. 
BELL'S PALSY |VACCINE | 1738516-1 Adverse Event: Righe side of face drooped, headache, ear pain. Treatment: Emergency room visit 
(COVID19) ~> | at Hospital Outcome: Diagnosed with Bell's Palsy 


Symptoms of sore arm for 2 days and hives for 3 days all over body about 1 1/2 hours noticed 
COVID19 after shot extreme itching. Followed up with Benedryl and creme. Never felt well after but every 
BELL'S PALSY |VACCINE | 1738593-1 | once in a while felt feverish and achy. On September 20th I began feeling these symptoms again 
(COVID19) and on September 26th 10 AM my eye started to droop. By 12:00 I went to emergency room 


Hospital and was admitted with a diagnosis of Bells Palsy. 


Diagnosed with Bells Palsy; This is a spontaneous report from a contactable consumer (patient). A 
37-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an 
unspecified route of administration, administered in the left arm on 24Apr2021 12:00 (at the age 
of 37 years) (Batch/Lot number was not reported) as DOSE 2, SINGLE for covid-19 immunisation. 
COVID19 The patient medical history and concomitant medications were not reported. The patient is not 
BELL'S PALSY | VACCINE | 1740172-1 | pregnant. The patient previously took DOSE 1 of BNT162B2 on 04Apr2021 01:00 (at the age of 37 
(COVID19) years) for COVID-19 immunization. The patient was diagnosed with Bell's palsy on 06Jun2021. The 
event was assessed as serious (medically significant). The event resulted in a doctor or other 
healthcare professional office/clinic visit. Therapeutic measures were taken as a result of the event 


(prednisone). The outcome of the event was recovered on an unspecified date in 2021. The 
information about the batch number has been requested. 


COVID19 On the evening after vaccination, patient had chills, headaches, and body aches. The next morning 
BELL'S PALSY |VACCINE | 1741074-1 | she woke up with left eye pain, left ear pain and inability to move the left side of her face. Left 

(COVID19) sided facial paralysis diagnosed as bell's palsy 

COVID19 Was diagnosed on 06/21/2021 with Bells Palsy and it affected the right side of his face causing 
BELL'S PALSY |VACCINE | 1741279-1 | slurring of words, lost of taste and smell. Has been told by doctor that he may have Guillain-BarrT 

(COVID19) syndrome. No bowel movement. 


Idiopathic Partial Facial Paralysis / Bell?s Palsy. Symptoms began six days after second dose of 
COVID19 Moderna vaccination. Write facial paralysis with some numbness and weakness. Right vision was 
BELL'S PALSY | VACCINE | 1741367-1 blurry. After examination, bloodwork, magnetic resonance imaging, was treated with 
(COVID19) ~-~ | corticosteroids (prednisone, 50 mg per day) for 14 days, Pantozol 20mg/day and Calcimagon 1 
tablet/day, as well as prophylactic Valtrex 2x500mg/day for 5 days. Symptoms eventually resolved 


and recovered after 14 days of therapy 


The symptoms started 9 days after the J&J shot, with very severe muscle pain (worsening during 
nights) during the first week. This turned into a facial paralysis (17 days after the shot) followed by 
Conn bout 5 months of tingling in fingertips, fati d le pain/weakness in | d difficulty t 
BELL'S PALSY |VACCINE | 1741517-1 | 2bout 5 months of tingling in fingertips, fatigue and muscle pain/weakness in legs and difficulty to 


(COVID19) walk properly. I have an appointment with a neurologist in October but this will probably be too 
late as I felt fully recovered since about three weeks. That is why I wanted to report this to ensure 
that it is in the systems. 


Symptoms as VAERS 1D Adverse Event Description 


COVID19 On 09/24/2021 I began showing signs of facial paralysis. I went to the ER the next day 
BELL'S PALSY | VACCINE | 1741820-1 09/25/2021 where they diagnosed me with Bell's Palsy after some basic motor function tests. They 
(COVID19) ~—~~~ | prescribed me with Prednisone and sent me home. As of 09/28/2021 I am still experiencing full 
facial paralysis on the left side. 

COVID19 Facial Palsy, patient initially went to ED, was treated with valacyclovir for Bell's Palsy. The patient 
BELL'S PALSY |VACCINE | 1741952-1 | followed up with us at the clinic, with no improvement. Then after PO steroids improved. Neurology 

(COVID19) was referred then as well and MRI was negative 09/2021. 

COVID19 
BELL'S PALSY |VACCINE 1742395-1 Bells Palsy 

(COVID19) 

CoOvID19 Shortly after receiving the second dose of Moderna, I got shingles first (I have been vaccinated for 
BELL'S PALSY |VACCINE 1744310-1 . . id i f 

(COVID19) ~> | Shingles) and now after that cleared, I was diagnosed with Bells Palsy in the ER. 

CoviID19 Bell Palsy, still healing, pain behind right ear, sensitivity to sound, impaired speech, and currently 
BELL'S PALSY |VACCINE 1744603-1 facial m sde control á ' ' ' 

(COVID19) a ' 

COVID19 
BELL'S PALSY | VACCINE | 1744743-1 | Developed Bells Palsy facial dropping and difficulty speaking started on 9/22/2021 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE 1744760-1 Facial droop-bells palsy 

(COVID19) 

COVID19 The patient experience unilateral droopiness, numbness, and tingling in the face; neck and ear 
BELL'S PALSY |VACCINE | 1745109-1 | pain, one week after vaccine, and was rushed to ER. A diagnosis of Bells Palsy and treated with 

(COVID19) oral steroid x 6-7 days and acyclovir x 10 days. 

COVID19 
BELL'S PALSY |VACCINE | 1745321-1 | Right Bells palsy onset 9/26/21. No prior episodes. 

(COVID19) 

COVID19 On 09/21/2021 I started to feel a numbness to my tongue and pain to my left ear when I woke up 
BELL'S PALSY |VACCINE | 1745677-1 | in the morning . Went to see doctor on 09/22/201 due to face starting to feel numb. Doctor 

(COVID19) determine that I had contracted Bell's Palsy. 


COVID19 or ; eee eo i ; 
BELL'S PALSY |VACCINE | 1745964-1 9/11/2021: Right facial droop. Emergency room visit diagnosis: Bell's palsy. Dose 1: Exp. 
(COVID19) —— = | 08/09/2021. Dose 2: Exp. 9/6/2021. 


bells palsy; facial paralysis; This is a spontaneous report from a non-contactable consumer 
(patient). A 51-year-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), 
via an unspecified route of administration on an unspecified date (Batch/Lot number was not 
reported) as DOSE NUMBER UNKNOWN, SINGLE for covid-19 immunisation. Medical history 

COVID19 included covid-19 from an unknown date (if covid prior vaccination: Yes). The patient's 

BELL'S PALSY | VACCINE | 1748012-1 concomitant medications were not reported. The patient experienced Bell's palsy and facial B 

(COVID19) ~~~ | paralysis on 10Aug2021. The events resulted in Doctor or other healthcare professional office/clinic 
visit, Emergency room/department or urgent care, Disability or permanent damage. Therapeutic 
measures were taken as a result of the events which included treatment with an unspecified 
medicine. The patient was not tested post vaccination. The patient did not recover from the 


events. No follow up attempts are possible, information about lot/batch number cannot be 
obtained. No further information is expected 


COVID19 
BELL'S PALSY | VACCINE | 1749465-1 | Bells Palsy 
(COVID19) 


Bell's Palsy symptoms showed up on 7/2/2021. Diagnosed on 7/7/2021 at Urgent Care. Note: 
Moderna shot #1 was on 3/20/2021 at the same urgent care, and the lot number was 037A21B. 
COVID19 The symptoms include a slightly droopy right eyelid, slightly droopy right side of mouth, partly 
BELL'S PALSY | VACCINE | 1749634-1 paralyzed tongue causing a speech impediment and difficulty swallowing, an ache in the neck and 
(COVID19) ~~~ | shoulders, dry eye, and less saliva. The mouth improved quickly. The other symptoms appeared 
and got worse over the next two months. After three months the ache in the shoulders is less, the 
tongue and speech is still bad. Have relied on rest, sunglasses and a blindfold, massages, a 


heatpad, and Biofreeze cream. 


COVID19 Developed sudden onset of Bell's Palsy, with paralysis of left side of face, affecting left eye and 
BELL'S PALSY | VACCINE | 1749873-1 mouth Received Prednisone - 60 mgm QD for 10 days with no improvement Acupuncture 3 
(COVID19) ~~~ | sessions a week for 3 weeks with some improvement Physical Therapy - ongoing, with some 


improvement 


COVID19 Diagnosis of Bells Palsey Aug 16. Was prescribed steroids and an antibiotic. No other treatment 
BELL'S PALSY |VACCINE | 1750084-1 | since first round of medications. Slack facial features, head pain behind ear, as of 30 Sep 2021 still 
(COVID19) cannot close right eye - sleeps in eye patch with eye taped shut. Right side of mouth still affected. 


I started with intense pain on the 4th of July, and I saw the doctor the following Tuesday. I had an 
ear infection. That Wednesday evening the pain was bad. I called the nurse line and told her my 
COVID19 pain and my right side of my face was numb. I went to the doctor, and they put me onan — 
BELL'S PALSY | VACCINE | 1750337-1 antibiotic. The following appointment they put me on pain medication and steroid. The following 
(COVID19) ~~ | month I went to the ENT, and they said I lost hearing in my left ear. The did an MRI and 
determined and I have Bell's Palsy. I went to the eye doctor as well and I have lost most of my 
sight in my right eye. I am still paralyzed in my right side of my face, but the swelling has gone 
down. When I had my retinal scan, they saw a vessel broken in my right eye. 
COVID19 
BELL'S PALSY | VACCINE | 1750356-1 | bells palsy, headache 
pausonsr (COVID19) ses 
COVID19 
BELL'S PALSY | VACCINE | 1750382-1 | Bell's palsy 
peusonsr (COVID19) as 


"Day1: General fatigue and vertigo Day2: Overwhelming fatigue, muscle cramping, fascillations 
cove. Day3-4: G lly Ok, but not ""well"™" Day5: Ext fati | k b li D 
BELL'S PALSY | VACCINE | 1750438-1 ay3-4: Generally Ok, but not ""we ay5: Extreme fatigue, muscle weakness, bowel issues Day 
(COVID19) ~~~ | 6: Bells Palsy, Emergency room visit, Neurology consult and full stroke work up (neg) Day 7: FMRI 


at specialist HCF to look for any occlusions or bleeds intracranial" 


Symptoms ees VAERS 1D Adverse Event Description 


"BELL'S PALSY; This spontaneous report received from consumer via social media from another 
pharmaceutical company concerned multiple patients. The patients height and weight were not 
reported. No past medical history or concurrent conditions were reported. The patients all received 
covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin, and batch number were 
not reported) dose, start therapy date were not reported 1 total administered for prophylactic 
vaccination. The batch numbers were not reported. Per procedure, no follow-up will be requested 
for this case. No concomitant medications were reported. On an unspecified date, the patients 
1751750-1 


experienced bell's palsy. The reporter stated that ""the total data of adverse events from Vaccine 
Adverse Event Reporting System, comprising of all age groups people from 14-DEC-2020 to 13- 
AUG-2021, showed 2607 case reports of bell's palsy after vaccination out of which 7 percent of 
cases were attributed to use of JANSEEN COVID-19 VACCINE"". No further details were provided. 
The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The outcome of bell's palsy 
was not reported. This report was serious (Other Medically Important Condition). This case, from 
the same reporter is linked to 20210944284, 20210957248, 20210957269 and 20210957261. .; 
Sender's Comments: V0- 20210957342- covid-19 vaccine ad26.cov2.s -Bell's palsy. This event(s) 
is considered unassessable. The event(s) has a compatible/suggestive temporal relationship, is 
unlabeled, and has unknown scientific plausibility. There is no information on any other factors 
potentially associated with the event(s)." 


"Bells Palsy affecting left side of face as per doctor due to stress; stress; chills; body aches; 102.2 
fever; This spontaneous case was reported by a consumer and describes the occurrence of BELL'S 
PALSY (Bells Palsy affecting left side of face as per doctor due to stress) in a 36-year-old female 
patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 020F21A) for COVID-19 
vaccination. The occurrence of additional non-serious events is detailed below. Concurrent medical 
conditions included Blood pressure. On 02-Sep-2021, the patient received second dose of mRNA- 
1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On an unknown date, the 
patient experienced BELL'S PALSY (Bells Palsy affecting left side of face as per doctor due to 
stress) (seriousness criterion medically significant), STRESS (stress), CHILLS (chills), MYALGIA 
(body aches) and PYREXIA (102.2 fever). The patient was treated with PREDNISONE ongoing since 
an unknown date at an unspecified dose and frequency and VALACYCLOVIR [VALACICLOVIR] 
BELL'S PALSY (Bells Palsy affecting left side of face as per doctor due to stress), STRESS (stress), 
1751824-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


ongoing since an unknown date at an unspecified dose and frequency. At the time of the report, 
CHILLS (chills), MYALGIA (body aches) and PYREXIA (102.2 fever) outcome was unknown. Patient 
states she woke up last woke up last Wednesday with drooping left face ""I thought I had a 
stroke"". Went to doctor was diagnosed with Bells Palsy and as per doctor it is ""due to stress 
Says it is affecting left side of face and caller states she was injected in left arm also, same side of 
body. ist dose 5Aug2021 Lot # 088D21A Expiration not on vaccine card. Left arm 2nd dose 
2Sep2021 Lot # 020F21A Expiration not on vaccine card. Left arm Reports after 1st dose she had 
fever, chills, headache and left sore arm. Reports after 2nd dose she had body aches, 102.2 fever, 
and chills. Treatment: Was prescribed Prednisone, antiviral valacyclovir 3x a day Concomitant : 
blood pressure medication Company Comment : This case concerns a 36 year old female who 
experience serious expected event of Bell's palsy on unknown date. Second dose was given on 
02Sep2021. No relevant medical history.The benefit-risk relationship is not affected by this report 
for Moderna Covid 19 vaccine. This case was linked to MOD-2021-325463 (Patient Link).; Sender's 
Comments: This case concerns a 36 year old female who experience serious expected event of 
Bell's palsy on unknown date. Second dose was given on 02Sep2021. No relevant medical 
history.The benefit-risk relationship is not affected by this report for Moderna Covid 19 vaccine." 


Bell's Palsy/Paralyzation/Weakness of left side of face started Sept 15th around 6pm.; Pain behind 
left ear; numbness in lips; This is a spontaneous report from a contactable consumer (patient). A 
46-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; Lot 
Number: EW0182), via an unspecified route of administration, in right arm on 12Aug2021 (at the 
age of 46-years-old) as dose 2, single for COVID-19 immunization. Medical history included 
diabetes type 2, congestive heart failure, asthma, COVID-19 and allergy to shellfish and codeine. 
Concomitant medication included lisinopril, metformin and glipizide. No other vaccine was given in 
1752040-1 


COVID19 
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COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


4 weeks. Since vaccination, the patient has not been tested for COVID-19. Historical vaccine 
included BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; Lot Number: EW0170), via an 
unspecified route of administration, in left arm on 14Jul2021 (at the age of 46-years-old) as dose 
1, single for COVID-19 immunization. The patient experienced numbness in lips which started on 
or around 10Sep2021. Pain behind left ear on or around 14Sep2021. Paralyzation/ Weakness of 
left side of face started 15Sep2021 around 18:00. The patient went to ER fearing a stroke and was 
diagnosed with Bell's Palsy. Therapeutic measures taken as a result of the events included 
medications valacyclovir, prednisone and amoxiclav. The events resulted in emergency room/ 
department urgent care. The outcome of the events was recovering. Follow-up attempts are 
completed. No further information is expected 


full body muscle twitches and continue to have them; Bells Palsy incident; temp of 105 degrees; 
first dose was given on 21Dec2020; second dose was given on 07Jan2021; This is a spontaneous 
report from a contactable other healthcare professional (patient). A 50-year-old male patient 
received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, Batch/Lot 
number and expiration date were not reported), via an unspecified route of administration, 
administered in left arm on 07Jan2021 (at the age of 50 years old) as dose 2, single for COVID-19 
immunisation. Medical history included Penicillin allergy. The patient has no history of COVID prior 
to vaccination. There were no concomitant medications. The patient received the first dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) via an unspecified route of administration, 
No other vaccine in four week and no other medications in two weeks. Immediately following the 
1752045-1 
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administered in right arm on 21Dec2021 (at the age of 50 years old) for COVID-19 immunisation. 
second shot, on 07Jan2021, the patient had a temp of 105 degrees. On 12May2021, the patient 
had Bells Palsy incident and on Jun2021, he began having full body muscle twitches and continues 
to have them. The event resulted in emergency room/department or urgent care. Treatment was 
given in response to the events which included brain scan on an unspecified date and unspecified 
medications. The patient underwent lab test and procedure which included COVID test post 
vaccination via Nasal swab on 14Sep2021 which was negative. The outcome of the events was not 
recovered.; Sender's Comments: Based on the available information and the strong drug event 
temporal association, a possible contributory role of suspect product BNT162B2 to development of 
events cannot be excluded. The impact of this report on the benefit/risk profile of the Pfizer 
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and 
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, 


as well as any appropriate action in response, will be promptly notified to regulatory authorities, 
Ethics Committees, and Investigators, as appropriate. 


Symptoms eee [symptoms | Vaccine |yaersro| adverse Event Description = Adverse Event Description 


I received the Pfizer vaccination in April and I recently have been diagnosed with Bell's Palsy; This 
is a spontaneous report. A 63-year-old male patient received BNT162B2 (COMIRNATY; Lot number 
and expiration date were not reported), via an unspecified route of administration in left arm in the 
early afternoon on 23Apr2021 (at the age of 63-years-old) as dose 2, single for COVID-19 
immunization in a hospital. Medical history included bell's palsy. Family medical history relevant to 
events was reported as none. No history of all previous immunization with the Pfizer vaccine 
considered as suspect (or patient age at first and subsequent immunizations if dates of birth or 
1752062-1 
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immunizations are not available). There were no concomitant medications/other products reported. 
Historical vaccination included BNT162B2 (COMIRNATY; Lot number and expiration date were not 
reported), via an unspecified route of administration on 02Apr2021 (at the age of 63-years-old) as 
dose 1, single for COVID-19 immunization. The patient received the vaccination in Apr2021 and 
recently had been diagnosed with bell's palsy on 11Sep2021. The patient understood that this 
might be a possible side effect. The patient requested to provide any information regarding the 
event. It was reported that there was no investigation assessment and no relevant tests 
performed. These events didn't led to emergency room and physician's office visit. The outcome of 
the event was not recovered at the time of report. The lot number for the vaccine BNT162B2 was 
not provided and will be requested during follow up. 


Bell's Palsy left face; This is a spontaneous report from a contactable physician. A 50-year-Old 
female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified 
route of administration on an unspecified date (Lot number and expiration date was not reported) 
as dose 2, single, and via an unspecified route of administration on an unspecified date (Lot 
number and expiration date was not reported) as dose 1, single for COVID-19 immunization. 
Medical history included hyperlipidaemia, dust mites allergy, shrimp allergy. The patient's 
concomitant medications were not reported. The patient did not receive any other vaccine within 4 

COVID19 weeks prior to COVID vaccine. The patient experienced Bell's palsy left face on O8Sep2021. The 

BELL'S PALSY |VACCINE | 1752066-1 | event resulted in emergency room/physician's office visit. The patient received treatment with 

(COVID19) prednisone and valacyclovir. The outcome of event was not recovered. Information on lot/batch 
number has been requested.; Sender's Comments: Considering the temporal association, a causal 
association between administration of bnt162b2 and the onset of Bell's palsy left face cannot be 
excluded. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as 
part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data 
for adverse events. Any safety concern identified as part of this review, as well as any appropriate 
action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and 
Investigators, as appropriate. 


I had a miscarriage at 4 months; Bell's palsy; This is a Spontaneous report received from a 
contactable other HCP (patient). A 27-years-old female patient received BNT162B2 (PFIZER- 
BIONTECH COVID-19 mRNA VACCINE), dose 2 intramuscular on 28Apr2021 (Batch/Lot number 
was not reported) age at vaccination of 27-years-old, as single dose, for covid-19 immunisation. 
Medical history was none. No known allergies. The patient was not pregnant and was not pregnant 
at the time of vaccination. The patient received BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA 
VACCINE), dose 1 on an unspecified date in 2021 (Batch/Lot number was not reported), age at 
vaccination of 27-years-old, as single dose, for covid-19 immunisation. There were no concomitant 
medications. The patient did not receive any other vaccines within 4 weeks prior to the COVID 
26Jul2021; the events were serious as congenital anomaly. The events resulted in emergency 
1752109-1 
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vaccine. The patient experienced miscarriage at 4 months on 26Jul2021 and bell's palsy on 
room/department or urgent care. Therapeutic measures were taken as a result of the events and 
included D&C (as reported), antiviral medicine and steroids. Prior to vaccination, the patient was 
not diagnosed with COVID-19. Since the vaccination, the patient has not been tested for COVID- 
19. The outcome of the events were recovered with sequelae on an unspecified date in 2021. No 
follow-up attempts are possible; information about lot/batch number cannot be obtained. No 
further information is expected.; Sender's Comments: Based on the information in the case report 
and a plausible temporal relationship, the causal relationship between the event Miscarriage, Bell's 
palsy and suspect drug BNT162B2 cannot be excluded. The impact of this report on the 
benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety 
evaluation, including the review and analysis of aggregate data for adverse events. Any safety 
concern identified as part of this review, as well as any appropriate action in response, will be 
promptly notified to Regulatory Authorities, Ethics Committees, and Investigators, as appropriate. 
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(COVID19) 


she stated she had a friend who also had the same issue with Bell's Palsy; This is a spontaneous 
report from a contactable other health care professional reported for her friend. This is a report 2 
of 2, for the female friend: A female patient of an unspecified age received bnt162b2 (BNT162B2, 
solution for injection Batch/Lot number, Expiry Date: not reported), via an unspecified route of 
administration on an unspecified date, unknown dose number at single dose for COVID-19 
immunisation. The patient medical history and concomitant medications were not reported. The 
reason for the patient taking Pfizer COVID vaccine was not provided. Reporter, stated that she had 
a friend who also had the same issue with bell's palsy on an unspecified date. The drug result of 
1752163-1 | suspect was reported as related. The clinical outcome was unknown. The lot number for BNT162b2 
was not provided and will be requested during follow up.; Sender's Comments: As there is limited 
information in the case provided, the causal association between the event bell's palsy and the 
suspect drug BNT162B2 cannot be excluded. The case will be reassessed once new information is 
available. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as 
part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data 
for adverse events. Any safety concern identified as part of this review, as well as any appropriate 
action in response, will be promptly notified to regulatory authorities, Ethics Committees, and 
Investigators, as appropriate. 
Caller stated he has ist Pfizer Covid 19 vaccine in March and within 8 hours developed Bells Palsy; 
This is a spontaneous report from a Pfizer-sponsored program Support. A non-contactable male 
consumer (patient) reported for himself that: A male patient of an unspecified age received 
COVID19 bnt162b2 (BNT162B2), via an unspecified route of administration on Mar2021 (Batch/Lot number 
BELL'S PALSY | VACCINE | 1752201-1 | was not reported) as DOSE 1, SINGLE for covid-19 immunization. The patient's medical history 
(COVID19) and concomitant medications were not reported. The patient stated that he had first dose of Pfizer 
Covid-19 vaccine on Mar2021 and within 8 hours developed Bell's Palsy with outcome of unknown. 
No follow-up attempts are possible; information about lot/batch number cannot be obtained. No 
further information is expected. 


COVID19 


BELL'S PALSY |VACCINE | 1753246-1 | Bell's palsy 
(COVID19) 


Symptoms ae VAERS 1D Adverse Event Description 


COVID19 About 7 week's after my daughter received her second COVID-19 shot, she was diagnosed with 
BELL'S PALSY |VACCINE | 1753441-1 | Bell's Palsy. I'm not sure if getting the shot is the cause but I thought it would be best to report 
(COVID19) this. Thank you. 


Anaphylactic shock : 2 dose benadryl, 2 doses of epipen, compazine, milk of magnesia, 
prednisone, albuterol inhaler on 9/9 9/9 started Prednisone taper high doses of benadryl, Zyrtec, 
COVID19 and famotidine. itching, numbness in face and chest tightness, difficulty swallowing. 9/14 
BELL'S PALSY | VACCINE | 1753538-1 diagnosed with Bells Palsy. hen on9/21 first diagnosis of trigeminal neuralgia. 4 er visits, ct scans, 
(COVID19) mri chest xrays. Significant nerve pain in the face sensitive to light and sounds, continued difficulty 
swallowing. I have to keep ice packs on face and top right side of my head and now taking 
gabapentin. I have a detailed written record of all medications and symptoms. I am happy to share 
from the last 22 days 


COVID19 A i f 
BELL'S PALSY |VACCINE | 1753587-1 | Patient had onset of Bell's Palsy 1 week following her vaccine, reports that her husband also had 
(covip19); tt” numbness and tingling to his extremities 


COVID19 "On Sept. 28 in the morning, I started to show signs of mild facial paralysis on the left side, mainly 
BELL'S PALSY | VACCINE | 1754327-1 | the mouth. By the afternoon, I noticed my left eye looked ""off"". On Sept. 29, I went to the 
(COVID19) Emergency Room and was diagnosed with Bell's Palsy." 


Bell's Palsy symptoms; Right sided facial paralysis; Inability to close the right eye; Right sided 
facial numbness; Lop-sided smile; Patient received Pfizer COVID vaccine 01Mar2021,15Mar2021; 
This is a spontaneous report from a contactable Nurse. A 45-year-old female patient received 
bnt162b2 (Comirnaty, Solution for injection, Batch/Lot number: not reported, expiry date: not 
reported) via an unspecified route of administration on 15Mar2021 as DOSE 2, SINGLE for COVID- 
19 immunization and received POLY-L-LACTIC ACID (SCULPTRA AESTHETIC, Batch/Lot number: 
not reported, expiry date: not reported) via an unspecified route of administration on 26Jul2021. 
The patient medical history and concomitant medications were not reported. Historical vaccine 
included bnt162b2 on 01Mar2021 as DOSE 1, SINGLE for COVID-19 immunization. On 30Jul2021, 
COVID19 patient experienced Bells Palsy symptoms, right sided facial paralysis, inability to close the right 
BELL'S PALSY |VACCINE | 1756086-1 | eye, right sided facial numbness, and lop-sided smile. The patient was treated with Valacyclovir 
(COVID19) 1000mg TID for 5 days, and Medrol dose pack 4 mg X 6 days. The outcome of event Inappropriate 
schedule of vaccine administered was unknown and for other events was not recovered. The lot 
number for the vaccine, [BNT162B2], was not provided and will be requested during follow up.; 
Sender's Comments: Based on the currently available information the possibility of causal 
association between the event bells palsy and facial paralysis and the suspect drug BNT162B2 
cannot be ruled out. The impact of this report on the benefit/risk profile of the Pfizer product is 
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of 


aggregate data for adverse events. Any safety concern identified as part of this review, as well as 
any appropriate action in response, will be promptly notified to regulatory authorities, Ethics 
Committees, and Investigators, as appropriate. 


COVID19 f - l i 
BELL'S PALSY |VACCINE | 1756483-1 Bell's palsy gone for 25 years. About a month and a half later, I have it again on the opposite side 
(COVID19) of the face. 


"Day after pfizer vcivid booster, developed R sided occipital head pain (not headache) with sharp 
COVID19 intermittent components. Next day, R eve felt ""strange"" with gritty feeling and occasional tearing. 
BELL'S PALSY |VACCINE | 1756493-1 | Next day, developed R sided facial weakness (bell's palsy), Started 60 mg prednisone within 2 
(COVID19) hours of developing bell's palsy after speaking with my PCP by phone as i was out of state for 


work." 


COVID19 Discovered drooping face on right side about two hours after noting watering right eye. 
BELL'S PALSY | VACCINE | 1756862-1 | Immediately went to Emergency Dept. Diagnosed BOTH Bell's Palsy as well as Acute Spontaneous 
(COVID19) Subdural Hematoma in Fronto/Parietal Area 


March 19 - Ear Ache started March 21 - Went to urgent care for ear ache Neomycin Polymyxin 
Sulfate and Hydrocortisone prescribed, The ear ache was a symptom of the Bell's Palsy due to the 
COVID19 inflamed nerve which we did not realize at the time. March 22 - Bell's Palsy Appeared - went to 
BELL'S PALSY |VACCINE | 1757351-1 | Urgent Care then to Emergency Room July 21 - Stitches in corner of eye to protect Cornea - Plastic 
(COVID19) Surgeon August 12 - Eye surgery to correct droopy eye - Plastic Surgeon (more eye surgery will be 
required) Bell's Palsy Assessment - House Brackman - V - Severe Dysfunction More eye surgery is 


required in a few months I go to speech therapy weekly 


The patient suddenly developed right sided Bell's Palsy on 4-13-2021 after her second dose of the 
COVID-19 vaccine (the second dose was given in the morning and by the afternoon the facial 
COVID19 weakness started). She was evaluated in the ER and was treated with Valtrex and Prednisone. The 
BELL'S PALSY | VACCINE | 1758689-1 | right side of her face slowly improved however on 9-01-2021 she developed similar left sided facial 
(COVID19) weakness consistent with Bell's Palsy. She is still struggling with the weakness on the left side of 
her face. She was evaluated by a neurologist after the initial right sided facial weakness and was 
asked to return to them for further recommendations. 

COVID19 
BELL'S PALSY | VACCINE | 1758984-1 | Developed Bell's Palsy 2 days after vaccination 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE | 1759113-1 | BELL'S PALSY LEFT SIDE OF FACE 

(COVID19) 

COvID19 No significant adverse effects from initial vaccines. **6 months post-vaccine-- Bell's Palsy 
BEETS PALSY | VACCINE. | ita diagnosis Evidence of earlier strok l 

(COVID19) g le 

COVID19 
BELL'S PALSY | VACCINE | 1759439-1 | chills, fever, headache, muscle ache, fatigue, dizziness, and developed Bell's palsy 

(COVID19) 

COVID19 
BELL'S PALSY | VACCINE | 1759725-1 | I developed Bell's Palsy five days after receiving the vaccine. 

(COVID19) 


BELL'S PALSY PA 4759787-1 1HR after shot- numbness in mouth and metallic taste. 2HR after shot- eyes blinking at different 
(COVID19) ——=——— | rates. 12HR after shot- complete Bell's Palsy right side of face. 


Symptoms eae VAERS 1D Adverse Event Description 


Initial symptoms of tongue numbness on 09/27/21 Night of 9/28/21, tongue numbness with left 

COVID19 ear pain and headache Morning of 9/29/21, tongue numbness and left side facial paralysis. I was 
BELL'S PALSY | VACCINE | 1761194-1 | seen at Hospital for treatment. Received MRI, blood work, and EKG. Diagnosed with Bells Palsy 
(COVID19) with left side paralysis. Prescribed Prednisone and antiviral. Morning of 9/30/21, follow up with 


PCP. Increased prednisone and changed antiviral. Referral to neurology. 


2nd Pfizer vaccine in left deltoid at clinic. About 30 mins later she developed tingling in left face, 
COVID19 jaw and neck. This went away but 6 hours later she had bad pain in left axilla, clavicle, neck and 

BELL'S PALSY | VACCINE | 1761625-1 jaw. Area became swollen. Lymph nodes also became swollen. She called clinic and told to monitor. 
(COVID19) ~—~~~—_ | EE was also getting nausea and HA that lasted 2 weeks. Arm continued to be heavy and painful. 

Swelling started to go away after about 2.5 weeks. Last week face and neck numb, and she was dx 


with bells palsy. 


COVID19 
BELL'S PALSY |VACCINE | 1761660-1 | Bell?s palsy, steroids, anti viral, eye drops and eye ointment 
(COVID19) 


COVID19 a few months after my first two vaccinations i noticed very slight weakness in lower left lip but 
BELL'S PALSY | VACCINE | 1761763-1 thought it was just aging . I took my third booster vaccination august 30 2021 and two weeks later 
(COVID19) ~~~ | started noticing signs of bells palsy of my left side. I now have typical Bells Palsy with typical facial 


dropping and muscle weakness and now also experiencing blurred vision . 


Bell's palsy; This spontaneous case was reported by a consumer and describes the occurrence of 
BELL'S PALSY (Bell's palsy) in a 70-year-old male patient who received mRNA-1273 (Moderna 
COVID-19 Vaccine) (batch nos. O2AA21A and 027A21A) for COVID-19 vaccination. No Medical 
History information was reported. On 07-Mar-2021, the patient received first dose of MRNA-1273 
(Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 04-Apr-2021, received second 
dose of MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 1 

COVID19 dosage form. On an unknown date, the patient experienced BELL'S PALSY (Bell's palsy) 

BELL'S PALSY | VACCINE | 1764055-1 (seriousness criterion medically significant). At the time of the report, BELL'S PALSY (Bell's palsy) 

(COVID19) ~~ | outcome was unknown. Concomitant product use was not provided by the reporter. No treatment 
information was provided. Company Comment : This case concerns a 70 year old male with no 
relevant medical history who experienced serious expected event of Bell's palsy on unknown date. 
Patient received second of the Moderna Covid 19 vaccine. Rechallenge was not applicable. The 
benefit-risk relationship is not affected by this report.; Sender's Comments: This case concerns a 


70 year old male with no relevant medical history who experienced serious expected event of Bell's 
palsy on unknown date. Patient received second of the Moderna Covid 19 vaccine. Rechallenge was 
not applicable. The benefit-risk relationship is not affected by this report. 


COVID19 Patient received the J and J vaccine on 10/1/21. He noticed on 10/4/21 that his right side of his 
BELL'S PALSY | VACCINE | 1764345-1 face was drooping. He presented to a walk in clinic on 10/5/21 and diagnosed with Bells Palsy. He 
(COVID19) ~~~ | denies any other complications or side effects. He was prescribed prednisone and advised to follow 


up with his primary care doctor in 2-3 days. 


COVID19 9/17 acute right sided facial weakness diagnosed as Bells palsy followed by progressive right sided 
BELL'S PALSY |VACCINE | 1764556-1 | weakness for which he was admitted to the hospital on 9/26 and ultimately developed left sided 
(COVID19) weakness. Diagnosed as a demyelinating neuropathy and treated with IVIG and high dose steroids 


Evening of vaccine (2nd dose Moderna) I developed fever, chills and severe headache which 
persisted for several days. Next several days had very dark brown urine, headache, confusion, 
COVID19 dizziness, discomfort on one side of abdomen under ribcage. Headache and confusion persisted 
BELL'S PALSY | VACCINE | 1764655-1 about two weeks. Within one month, and possibly sooner, I noticed right side of my mouth and 
(COVID19) ~~~ | cheek were somewhat numb (Bell's palsy?) after water dribbled from the side of my mouth several 
times while drinking from a water bottle. Numbness and tingling has persisted since then, although 
somewhat diminished. During the same time period I also developed some difficulty hearing out of 


my right ear (same side), with a feeling of slight pressure like there is an earplug in my ear. 


COVID19 
BELL'S PALSY |VACCINE | 1764747-1 | Reported physician diagnosed patient with Bell's Palsy 

(COVID19) 

COVIDI9 i got bells pal ight side of face, it inful and showed litle less then 2 week 
BELL'S PALSY | vaccine | 1764940-1 | | 90t bells palsy on my right side of face, its very painful and showed up a litle less then 2 weeks 

(COVID19) ———~—-— | after shot and upon talking to the doc i work for, he said i should submit this 

COVID19 Patient developed sudden onset of left sided facial nerve paralysis, consistent with Bell's Palsy on 
BELL'S PALSY | VACCINE | 1765040-1 9/22/2021. He was treated with oral steroids through Urgent Department on 9/22/2021. He saw 

(COVID19) ~~~ | me in our clinic on 9/27/2021 and was also started on antibiotics for left upper molar abscess. He 


continues to have facial nerve paralysis. 


COVID19 
BELL'S PALSY | VACCINE | 1765134-1 | Bells Paulsy, Dr gave me Predisone and anti viral pill 
(COVID19) 


I had right side facial pausing and my right side of my eye brow and eye lid were having facial 
COVID19 drooping. I also experienced facial hemiparesis and I had lost of muscle tone of right side of my 
BELL'S PALSY |VACCINE | 1765209-1 | mouth. I lost taste in certain parts of my tongue. I went to my PCP for treatment and was 
(COVID19) prescribed medicine for 7 days 1000mg Valtrex 3xday and prednisone 80mg 1xday. I was 


diagnosed with facial paralysis/ bell palsy. 


COVID19 I woke up one morning and I couldn't move the right side of my face I thought I was having a 
BELL'S PALSY |VACCINE | 1765457-1 | stroke. I went to the ER for treatment where I was diagnosed with Bell's Palsy. I had a CT Scan of 
(COVID19) my head and brain and I also had bloodwork done. I experienced paralysis on my face. 


COVID19 
BELL'S PALSY |VACCINE | 1765610-1 | Suspected Bell's palsy 
(COVID19) 


Symptoms E [symptoms | Vaccine |yaersro| adverse Event Description = Adverse Event Description 


Bell's Palsy on the right side of his face; This spontaneous case was reported by a consumer and 
describes the occurrence of BELL'S PALSY (Bell's Palsy on the right side of his face) in a 58-year- 
old male patient who received MRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 058E21A and 
091D21A) for COVID-19 vaccination. No Medical History information was reported. On 01-Aug- 
2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 
1 dosage form. On 29-Aug-2021, received second dose of MRNA-1273 (Moderna COVID-19 
Vaccine) (unknown route) dosage was changed to 1 dosage form. On 26-Sep-2021, the patient 
experienced BELL'S PALSY (Bell's Palsy on the right side of his face) (Seriousness criterion 
medically significant). At the time of the report, BELL'S PALSY (Bell's Palsy on the right side of his 
treatment information was provided. Wife is calling to report that her 58-year-old husband 
1767005-1 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


face) outcome was unknown. Concomitant product use was not provided by the reporter. No 
received the first dose of Moderna COVID-19 vaccine on 01AUG2021 in the Right arm (Lot# 
091D21A & Exp. Date: Unknown). He had the second Moderna COVID-19 vaccine on 29AUG2021, 
in the left arm (Lot# O058E21A & Exp. Date: Unknown ). Wife states that on 26SEP2021, He 
developed Bell's Palsy on the right side of his face (Not confirmed by HCP). Wife states that they 
have not informed his doctor yet and have not called VAERS. Company comment: This case 
concerns a 58 year old male with no relevant medical history who experienced Serious expected 
event of Bell's palsy approximately a less than a month after receiving the second dose of 
Moderna Covid 19 vaccine. Rechallenge was not applicable. The benefit-risk relationship is not 
affected by this report.; Sender's Comments: This case concerns a 58 year old male with no 
relevant medical history who experienced Serious expected event of Bell's palsy approximately a 
less than a month after receiving the second dose of Moderna Covid 19 vaccine. Rechallenge was 
not applicable. The benefit-risk relationship is not affected by this report. 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's palsy; heart attack; This is a spontaneous report from a contactable other-HCP (patient 
herself). A 66-year-old female patient received BNT162b2 (PFIZER BIONTECH COVID-19 mRNA 
VACCINE, Solution for injection, Lot number- EN5318) via an unspecified route of administration in 
left arm on 17Feb2021 12:00 as dose 2, single (at the age of 66-years-old) for COVID-19 
immunization. Vaccination facility type was reported as clinic. Vaccine was not administered at 
military facility. Patient medical history included diabetes mellitus from 2002, breast cancer from 
07Jan2021 to 07Jan2021, seasonal allergy as grass allergy (sensitive to grass), dust allergy even 
dust mites she was sensitive to. There were no concomitant medications. It was reported that 
because of her sensitivity, this was diagnosed before the vaccine, she takes Cetirizine like 
Loratadine, she confirmed she takes the Cetirizine 1 to 2 times a day. They became more sensitive. 
It was unknown if it got worse after the vaccine. She had not asked her doctor and thought it was 
because of her age. She did not intend to be so crazy. She already did what was needed with the 
vaccine. Historical Vaccine included first dose of BNT162b2 (PFIZER BIONTECH COVID-19 mRNA 
VACCINE, Solution for injection, Lot number- UNKNOWN) via an unspecified route of administration 
on 27Jan2021 as dose 1, single for COVID-19 immunization. The patient did not receive any 
vaccine prior to suspect vaccine within 4 weeks. She was working for 40 years, she did not have 
any adverse events. On an unspecified date in Jun2021, a retired dental physician, not a medical 
physician was transferred to Pfizer Drug safety from another department, experienced Bells palsy. 
The patient was hospitalized for Bells palsy from 30Jun2021 to 01Jul2021. She had to rush to the 
emergency room at night. It was reported that she never had Bells Palsy or her family. Bells Palsy 
was diagnosed at the end of Jun2021. It took about a month, and they said she was lucky she was 
only with it for about 2 weeks. Because she was a dentist, she knows about the seventh facial 
nerve was affected and that was the reason she had a quicker recovery than normal. She got to 
the hospital right away. She was recovered right now after checking with the doctor. They will keep 
an eye on it. She was going to oral surgeon next week to make sure everything was fine. She said 
she had no history of the breast cancer IDC, and she was still triple negative but the actual tumour 
they got was IDC. She was diagnosed with IDC Cancer, which she later clarified was Breast Cancer 
in Jun2021 (as reported). She later stated she had the biopsy end of 2020 and got results back 
from pathology in Jan2021. Attempted to confirm several times if she was saying IVC or IDC or 
INC and she was referring to inductal carcinoma. They have none on either side of her family 
history. The patient underwent lab tests and procedures which included biopsy with result as 
unknown on 07Jan2021. It does not have anything to do with the vaccine, pathology test breast 
cancer on an unspecified date in Jan2021. The patient was diagnosed with right breast 
mastectomy after vaccination. She was having 4 chemo every 3 weeks and was on her third week. 
She did not think it was relevant. It was a separate issue because she already had biopsy done end 
of year 2020. On 07Jan2021, she got the report. It did not have anything to do with the vaccine. It 
COVID19 was reported that the breast cancer was diagnosed in Jan2021. They got the report from pathology 
BELL'S PALSY | VACCINE | 1767446-1 | in Jan2021. This was before the vaccine, when earlier she said she was not sure. She earlier said it 
(COVID19) was either one week before or two weeks after the first vaccine. The first diagnosis was not 
correct. They only found it was inductal when they took the tumor out on 29Apr2021. She had a 
right mastectomy when she found out it was IDC. All reports at first were not diagnosed as that on 
05Jan2021. In emergency room they did a lot of tests, IV and everything. X-Rays and then did a 
scan on her head and brain and another test on brain that was done. On 29Apr2021, the patient 
experienced heart attack. She was very confused with her dates. She first stated she thought 
discharge was either 29Jun2021 or 01Jul2021 (reported as 01Jun2021). She said it was too much, 
all these doctors and legal things they are doing. Later stated after looking at paperwork that she 
was admitted 30Jun2021 and discharged 01Jul2021, but confirmed it was more than 24 hours. She 
confirmed when asked medical seriousness that it was disabling and did not provide hospitalization 
at that time. When she thinks back to events regarding the Bells Palsy, she thought that she was 
having a mild heart attack or something. The results of the test confirmed it was Bells Palsy and 
she and her doctor researched it at the same time. She had a friend in that had the same thing. 
Patient underwent right breast mastectomy from 29Apr2021 for which she was hospitalized from 
29Apr2021 to 01May2021. She had Bells Palsy on an unspecified date in Jun2021 (also reported as 
28May2021 or 29May2021). She had to rush to the emergency room at night. Breast Cancer was 
diagnosed prior to getting vaccine and she had right breast mastectomy after vaccine. The 
reported seriousness of the events was reported as serious (caused/prolonged hospitalization, 
disabling/incapacitating). She did not wish to provide any information for her friend, who she 
stated was a female. She said her own daughter was just talking to her friend daughter and she 
does not have any more information on her. Separate report completed for her friend. The patient 
visited in physician office follow-up with primary care after she was released. Three days after, she 
followed up with doctor. She just went over whatever medications she had or whatever it was that 
the ER did. She saw to it that she was referred out to Ophthalmology and she was on Medicare and 
she was gatekeeper. She made her appointments with optometrist, ENT and everybody that she 
needed to see. When she had it she spoke with her doctor as a follow up and they researched it 
and found out there were 73 cases of Bells Palsy from the Pfizer COVID vaccine in Jan2021, she 
thinks or 2020 something. These were adverse effects from Pfizer. It is not even a final number at 
this point in time. She did not have information to report for the 73 people that she read about. 
She would like to know if there are ongoing cases for Bells Palsy from the Pfizer COVID Vaccine. 
The outcome of the events was unknown.; Sender's Comments: Based on the information in the 


case report, a possible causal relationship between reported events Bell's palsy, Myocardial 
infarction and suspect drug BNT162B2 cannot be completely excluded. The impact of this report on 
the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety 
evaluation, including the review and analysis of aggregate data for adverse events. Any safety 
concern identified as part of this review, as well as any appropriate action in response, will be 
promptly notified to regulatory authorities, Ethics Committees, and Investigators, as appropriate. 


diagnosis given is Bell's Palsy; This is a spontaneous report from a contactable consumer. A non- 
pregnant 34-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA 
VACCINE, solution for injection), dose 1 via an unspecified route of administration, administered in 
left arm on 02Sep2021 12:00 (Batch/Lot Number: FC3182) as dose 1, single (at the age of 34 
COVID19 years old) for COVID-19 immunisation. The patient medical history was not reported. Concomitant 
BELL'S PALSY | VACCINE | 1767462-1 | medication included estradiol and meloxicam, both taken for an unspecified indication, start and 
(COVID19) stop date were not reported. The patient previously took amoxicillin and codine linctus and 
experienced known allergies. On 14Sep2021, 12 days after first shot, the patient experienced 
facial numbness/paralysis on one side of my face. On 20Sep2021 following an emergency room 
visit the diagnosis given is Bell's Palsy. The patient was given prednisolone. The outcome of the 
event was unknown. No follow-up attempts are possible. No further information is expected. 


Symptoms es VAERS 1D Adverse Event Description 
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1768320-1 


1770626-1 


1771433-1 


1771638-1 
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1773559-1 


1775184-1 
1775332-1 


July 21st (months after the dose) was diagnosed with Bell's Palsy, had the usual symptoms of 
nerve damage, right side of face, eye would not close. Given antiviral and steroid at the ER, told it 
would take up to 3 months to return back to normal. I would say that I am 98% recovered, just 
having lingering ear issues and not able to blow nose correctly because of the nerve. Did not see 
other medical staff, as the symptoms were well-explained by ER doctor and they resolved as. 


Bell's Palsy; arm became hot; area became red (Approx 6 inch diameter); This is a spontaneous 
report from a contactable pharmacist via medical information team. A female patient of an 
unspecified age received first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, solution 
for injection, batch/lot number was not reported), via an unspecified route of administration on an 
unspecified date as dose 1, single for COVID-19 immunization. The patient medical history and 
concomitant medications were not reported. The reporter mentioned within minutes (after 
vaccination) patients arm became hot, and area became red (Approx 6 inch diameter). Within 24 
hours patient had bell's Palsy. Reporter was inquiring if the patient should receive the second dose. 
What are the current recommendations under this situation?. Therapeutic measures were taken for 
bell's palsy under MD treatment and care. Outcome of event bell's palsy was recovered on an 
unspecified date in 2021 and other events it was unknown. The lot number for BNT162b2 was not 
provided and will be requested during follow up.; Sender's Comments: Based on the available 
reported information, the causal association between the event bell's palsy and the suspect drug 
BNT162B2 cannot be excluded. The case will be reassessed once new information is available. The 
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer 
procedures for safety evaluation, including the review and analysis of aggregate data for adverse 
events. Any safety concern identified as part of this review, as well as any appropriate action in 
response, will be promptly notified to regulatory authorities, Ethics Committees, and Investigators, 
as appropriate. 


After the shot the next morning I had pain in my front jaw area, top and bottom. First thought was 
tooth ache. Then the next day the pain was in around my eyes and my jaw/cheek area. I looked up 
the nerves in that area and it seems to be the Trigeminal nerves. The pain would throb, then itch 
and burn. Now, 10 days later I have some jaw pain but lots of pain around the eyes...burning and 
itching. You can't see anything which makes me think it is nerves....maybe a sort of bells palsy? I 
visited the doctor yesterday and said the Trigeminal nerves usually is just one junction of the nerve 
not all of them. I would say it is 30% better so at least is getting better. The odd thing about it my 
husband is experiencing the SAME THING!! That is why we think it is from the Covid booster as we 
got it the same time. His is more around the top of his eye and front of ear. It is only one side of 
the face. 


Patient after a week of receiving the vaccine, was admitted through the emergency room for 
abdominal pain and admitted for colitis. Patient was treated and discharged with ciprofloxacin and 
metronidazole. While on antibiotics patient developed diplopia that remained unresolved until 
10/7/2021. Patient returned to ER 9/28/2021 for left sided Otalgia leading to Bells palsy of the left 
side of face. Symptoms of bells palsy has improved but has not resolved. 


Bells Palsy. Partial pacial paralysis. All effects happened on the left side, where vaccine was taken. 
Debilitating job pain. Affects my work as well as eating and consuming beverages. Loss of function 
of left eye (Manually close eye lid) Affects looking at work computer for extensive periods of time. 
Other side effects: headaches, trouble sleeping, facial twitching. 


She felt it as bell's palsy; Early this morning, she noticed that her left side of her face was 
dripping/ She reports that when she smiles, her left side doesn't move properly; Next day, she 
noticed that her neck was little swollen; This spontaneous case was reported by a consumer and 
describes the occurrence of FACIAL PARALYSIS (Early this morning, she noticed that her left side of 
her face was dripping/ She reports that when she smiles, her left side doesn't move properly) and 
BELL'S PALSY (She felt it as bell's palsy) in a 37-year-old female patient who received mMRNA-1273 
(Moderna COVID-19 Vaccine) (batch no. 046C21A) for COVID-19 vaccination. The occurrence of 
additional non-serious events is detailed below. No medical history was provided by the reporter. 
Concomitant products included ALPRAZOLAM (XANAX) and ESTRADIOL (ESTROGEN) for an 
unknown indication. On 29-Sep-2021, the patient received first dose of MRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) .5 milliliter. On 30-Sep-2021, the patient experienced 
SWELLING (Next day, she noticed that her neck was little swollen). On 01-Oct-2021, the patient 
experienced FACIAL PARALYSIS (Early this morning, she noticed that her left side of her face was 
dripping/ She reports that when she smiles, her left side doesn't move properly) (seriousness 
criterion medically significant). On an unknown date, the patient experienced BELL'S PALSY (She 
felt it as bell's palsy) (seriousness criterion medically significant). The patient was treated with 
PARACETAMOL (TYLENOL) at an unspecified dose and frequency. At the time of the report, FACIAL 
PARALYSIS (Early this morning, she noticed that her left side of her face was dripping/ She reports 
that when she smiles, her left side doesn't move properly), BELL'S PALSY (She felt it as bell's 
palsy) and SWELLING (Next day, she noticed that her neck was little swollen) outcome was 
unknown. The action taken with MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) was 
unknown. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not 
provide any causality assessments. Company comment: This case concerns a 37year-old, female 
patient with no relevant medical history, who experienced the expected events of Facial paralysis 
and Bell's palsy, and the unexpected event of Swelling. The event Swelling and Facial paralysis 
occurred 1-2 days after first dose of MRNA-1273 (Moderna COVID-19 Vaccine). On an unknown 
date Bell's Palsy occurred.The rechallenge was unknown as the events occurred after the first dose 
and no information about second dose is available. The benefit-risk relationship of Spikevax is not 
affected by this report.; Sender's Comments: This case concerns a 37year-old, female patient with 
no relevant medical history, who experienced the expected events of Facial paralysis and Bell's 
palsy, and the unexpected event of Swelling. The event Swelling and Facial paralysis occurred 1-2 
days after first dose of MRNA-1273 (Moderna COVID-19 Vaccine). On an unknown date Bell's Palsy 
occurred.The rechallenge was unknown as the events occurred after the first dose and no 
information about second dose is available. The benefit-risk relationship of Spikevax is not affected 
by this report. 


Vomiting x1 day after, next day had a drooping eyelid and difficulty chewing/swallowing. Four days 
after vaccine had aphasia and then went to ED. Diagnosed with Bell's palsy. 


3 months after 2nd injection. Facial paralysis, right side. After ruling out stroke at ER diagnosis 
Bells Palsy 


COVID19 
BELL'S PALSY |VACCINE | 1775368-1 | Bells Palsy diagnosed within same month of receiving vaccine. Otherwise healthy male. 


oo fi > ë 
Symptoms me (SSS) Adverse Event Description 


COVID19 
BELL'S PALSY |VACCINE 1775516-1 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1775546-1 | Bell?s palsy diagnosis Treatment: prednisone and acyclovir 
(COVID19) 


After receiving second dose of pfizer covid vaccine, patient's mother reported that patient 
developed right eye twitching. This persisted until ~October 8th, at which point she began having 
right sided facial weakness and paralysis. This progressed over the next 48 hours prior to 
presentation to right sided facial paralysis. At time of presentation, patient had bell's palsy 
COVID19 involving the forehead. Has also had dry eyes. Otherwise, patient did not have any systemic 
BELL'S PALSY |VACCINE | 1775567-1 | symptoms such as fever, vomiting, diarrhea, malaise, cough, congestion, or headache. No history 
(COVID19) of cold sores, hospital admissions, chronic medical conditions, or daily medication use. On exam, 
no other crania nerve, motor, or sensory deficit besides the pure motor deficit typical of bells palsy. 
Patient was given prescription for steroid course with taper, per standard of care treatment for 


bell's palsy. Also given prescription for artificial tears for dry eyes. Received first dose of steroids in 
ED, as well as some saline drops, and was discharged to home. 


COVID19 9 days after the patient's second vaccination dose he experienced a facial paralyze on the right 
BELL'S PALSY | VACCINE | 1775695-1 side a pin point headache behind the right ear proceeded the event ( DX : Bell's Palsy) A stroke 
(COVID19) ~~~ | was ruled out at the emergency room with CT scan , blood work , and pt had a negitive chest x- 


ray. 


COVID19 — 
BELL'S PALSY |VACCINE | 1775732.1 | 1: Bell's Palsy on symptoms starting 10/9/2021 2. Arm and shoulder muscle pain since 10/6/2021 
(COVID19) day of the vaccination 


Bells Palsy; Based on the current case data, this case has been classified as invalid. This 
spontaneous case was reported by a consumer and describes the occurrence of BELL'S PALSY 
(Bells Palsy) in a patient of an unknown age and gender who received MRNA-1273 (Moderna 
COVID-19 Vaccine) for COVID-19 vaccination. No Medical History information was reported. On an 
unknown date, the patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) 
(unknown route) 1 dosage form. On an unknown date, the patient experienced BELL'S PALSY (Bells 
Palsy) (seriousness criterion medically significant). At the time of the report, BELL'S PALSY (Bells 
Palsy) outcome was unknown. The action taken with MRNA-1273 (Moderna COVID-19 Vaccine) 
COVID19 (Unknown) was unknown. No concomitant medication listed. No treatment information provided. 
BELL'S PALSY | VACCINE | 1775943-1 | Company comment: This case concerns a patient of unknown age and gender, with no previous 
(COVID19) relevant medical history reported, who experienced the unexpected event of Bell's palsy. The 
event occurred on an unknown number of days after the first dose of MRNA-1273. The rechallenge 
was unknown since the outcome of the event is unknown. The benefit-risk relationship of mRNA- 
1273 is not affected by this report. Further information was requested.; Sender's Comments: This 
case concerns a patient of unknown age and gender, with no previous relevant medical history 
reported, who experienced the unexpected event of Bellis palsy. The event occurred on an 


unknown number of days after the first dose of MRNA-1273. The rechallenge was unknown since 
the outcome of the event is unknown. The benefit-risk relationship of MRNA-1273 is not affected 
by this report. Further information was requested. 


COVID19 
BELL'S PALSY | VACCINE | 1776346-1 | Diagnosed on July 1 2021 with Bells Palsy 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1776530-1 | Bell's Palsy 
(COVID19) 


On the 5th of March, in the morning, I was going about my normal day and I noticed that I didn't 
feel right. I did my normal morning routine. I started to drink my coffee and it started dribbling out 
of my mouth. I went to the bathroom and saw my face in the mirror. It appeared as if I could not 
smile on the left hand side of my face. I stuck my tongue out and it came out straight. Since it 
COVID19 came out straight, I thought that maybe I was in the beginning stage of a stroke. I got in my car 
BELL'S PALSY |VACCINE | 1776554-1 | and drove myself to ER. I was taken to the back right away after explaining that I thought I was 
(COVID19) having a stroke. They performed a CT scan and knew right away that it was not a stroke that I was 
having. I was released with a prescription for prednisone and diagnosed with Bells Palsy. When I 
spoke with my pharmacist, and told her about my prescription, she told me that she has not ever 


seen this many cases at one time of Bells Palsy. I am currently having persistent double vision. I 
will see my optometrist again in November. 


COVID19 
BELL'S PALSY | VACCINE | 1776776-1 | Bell's Palsy of Left side of Face with Hearing loss of Left ear 
(COVID19) 


COVID19 Bell's Palsy. Treated with overnight stay at Hospital. Doctor called CDC to verify that Bell's Palsy 
BELL'S PALSY |VACCINE | 1777320-1 | was a side effect of the covid 19 vaccination. Treatment after hospital stay included an unknown 
(COVID19) prescription 


I tolerated the vaccine well overall. I woke up on 03/05/2021 and went to the bathroom. I looked 
in the mirror and noticed that I could not shut my eye. I also, noticed that my face was drooping 
COVID19 on the right side. There was not any pain. I just noticed that half of my face wouldn't cooperate. I 
BELL'S PALSY | VACCINE | 1778758-1 | went to a walk in clinic and they prescribed me antibiotics and steroids. The next day, my face was 
(COVID19) drooping even worse. I was worried that I had a stroke. I decided to go to the ER. They performed 
a CT scan and diagnosed me with Bells Palsy. It took a about a month to get motion back in my 


face. As of today, I have full function. 


Patient noticed that her right eyelid would not open and the right side of her face was numb. This 
COVID19 was at 0300 on 9/11/21. She also noted that her right side of her face was dropping and she could 
BELL'S PALSY | VACCINE | 1779183-1 | not smile. She immediately presented to the ER at 0345 on 9/11/21. She was diagnosed with Bell's 
(COVID19) Palsy. She had progression of her facial drop after she presented to the ER. She was given Steroids 


in the ER and underwent a CT of her head (which was negative for pathology). 


Pfizer-BioNTech COVID-19 Vaccine EUA: Vaccine recipient was vaccinated on 9/28/2021. Around 
bedtime on 10/1/2021, he noticed symptoms of numbness on the right side of his face. On 
COVID19 10/2/2021., he woke up and was unable brush his teeth. he noticed that his right face was numb 
BELL'S PALSY | VACCINE | 1779362-1 | and he could not close his right eye. He then went to urgent care and they diagnosed him with 
(COVID19) Bell's Palsy. He is currently going to physical therapy. He currently cannot close is right eye 
from 


Symptoms Type | WAERS ID | Adverse Event Description 
Type 
COVID19 Pt had drooping of right side of the face. Went to the emergency department with concerns of 
BELL'S PALSY | VACCINE | 1779473-1 | stroke. Ended up with diagnosis of Bells Palsy. Hospital treating with prednisone and antiviral 
(COVID19) (name unknown by wife). 
COVID19 Approximately 5 min after injection my lips became numb. Three days later tongue was numb. By 
BELL'S PALSY | VACCINE | 1779523-1 | Monday there was noticeable droopiness of the face and lack of movement on the right side of my 
(COVID19) face. I went to the emergency room and was diagnosed with having Bell's Palsy, 
COVID19 
BELL'S PALSY | VACCINE | 1779669-1 | Patient developed Bell's Palsy 1 week after 3rd dose of vaccine. 
(COVID19) 


COVID19 
BELL'S PALSY | VACCINE | 1780326-1 | Bell's palsy 

(COVID19) 

COVID19 initial bruising and sore arm. 7 weeks later vertigo and then bells palsy chronic dizziness and left 
BELL'S PALSY |VACCINE | 1782349-1 . i : ' 

(COVID19) sided facial paralysis 


12 hours after receiving vaccine dose, had L facial numbness. When sxs continued to worsen, brain 
COVID19 MRI obtained and c/w Bell's Palsy. Since then, having worsening sxs which are bothersome to her. 
BELL'S PALSY | VACCINE | 1782539-1 Now also having BUE numbness with mild weakness in addition to L leg numbness. The weakness 
(COVID19) ~~~ | is not so severe as to impair motor function, but sensory sxs are very distressing to her and 
impacting her mental health. Has seen neurology who did not have anything to offer, so have 


referred for second opinion as well as ordering EMG 


COVID19 
BELL'S PALSY | VACCINE | 1783031-1 | Right Sided Bell's Palsy 
(COVID19) 


Diagnosed with Bell?s Palsey. Right side of face drooped and right eyelid was unable to close with 
COVID19 blurred vision. Speech was also slurred. A speech pathologist prescribed facial muscle stretches. 
BELL'S PALSY | VACCINE | 1783400-1 | An optometrist prescribed eye ointments, goggles, eyelid cleaners, and eye lubricants. As of 
(COVID19) October he has regained facial muscle movement and is able to close the affected eye although not 


at 100%. 


COVID19 ; : i ; . ' : ; 
BELL'S PALSY |VACCINE | 1783413-1 Patient had sudden onset left facial paralysis consistent with Bell's palsy. Treated with prednisone 
(COVID19) ————-~— | 60 a day for seven days and Valtrex 1000 TID times seven days. 


COVID19 Reported to the emergency room 10/7/2021 with several hours of right facial droop. Diagnosed 
BELL'S PALSY | VACCINE | 1783609-1 | with Bell's palsy. Treated with Prednisone and Valtrex. Seen in the office 10/13/21 with near 100% 
(COVID19) complete resolution of symptoms 


Second injection of Pfizer vaccine was given March 15, on April 4 (Easter Sunday)--I was eating 
brunch with family who noticed my face was drooping. I contacted my GP the following day and 
COVID19 was given steroids and an anti-herpes medicine because it clear what I had. The first shot of the 
BELL'S PALSY |VACCINE | 1783802-1 | Pfizer vaccine resulted in some itching down the right side of my neck to breasts (first shot was 
(COVID19) given Feb 22)-- it lasted 3-4 days and was something I could tolerate and I did not report it to my 
GP. After the second shot (given in my left arm), the right side of my face had paralysis from Bell's 


Palsy. 


COVID19 
BELL'S PALSY | VACCINE | 1784963-1 | Severe case of Bells Palsy. Went to ER 
(COVID19) 


1st shot was 2/5/21 with only soreness at injection site and arm for 7 days. 2nd shot on 
COVID19 3/10/2021 thru 4/30/2021 uncontrollable muscle spasms in the left bicep below the injection side 
i i lasting till 4/30/2021. I tried to recreate these spasms on my own and could not. On 7/30/2021 I 
PREES Enter conn dote. developed Bell's Palsy on the Left side of the face that lasted for 30 days. On 7/31/2021 the 
muscle spasms came back in the same left bicep for 7 days. Up to this point I have only missed 


school and work a total of maybe 5 days for a sickness in my lifetime. 


COVID19 : ne is ? 
BELL'S PALSY |VACCINE | 1785370-1 tae canna oe ah my left side of my face when I smile it when it?s most prominent. 
(COVID19) aera so a slig roop to my left eye. 
COVID19 
BELL'S PALSY | VACCINE | 1785603-1 | Bell's Palsy 48 hours after receiving vaccine 
(COVID19) 


Facial paralized on right side (Same side as shot in arm) face drooping, cannot raise eyebrow, pain 

COVID19 behind right ear, taste limited on foods, cannot close right eye, dry right eye and irritated, right 

BELL'S PALSY |VACCINE | 1785637-1 | side of mouth drooping, ear ringing. Went to Chiropractor Monday at 5 pm, eye able to close for 
(COVID19) sleep at night, 2nd appointment Weds. 9 am, ear not painful, head feeling better, eye still hard to 


close. 3rd appointment tomorrow morning. On going event as of today. Diagnosis Bell's Palsy. 


COVID19 5 . : . : : ; ; ; 
BELL'S PALSY | VACCINE | 1785714-1 Se Hala e yra side of face. Numb tongue right sided Facial paralysis on right side 
(COVID19) ymp going. 
COVIDIS Bells palsy with muscle control loss and taste loss on left side of face. Wrote a long description but 
BELL'S PALSY |VACCINE 1788364-1 À ; f - nae i 
(COVID19) lost everything with the 20 minute time limit. 


COVID19 Site: Pain at Injection Site-Severe, Systemic: Bell's Palsy-Medium, Systemic: Numbness (specify: 
BELL'S PALSY | VACCINE | 1788447-1 facial area, extremities)-Medium, Additional Details: Patient returned approximately 1 hour after 
(COVID19) ~~~ | receiving Pfizer booster complaining of pain radiating from inject site up into left side of face. 


Advised to seek immediate medical attention. Returned with MD orders for Medrol dose pack. 


Symptoms ees VAERS 1D Adverse Event Description 


BELL'S PALSY; SWOLLEN LIPS; SWELLING INSIDE MOUTH; SWOLLEN FACE AND JAW; SWOLLEN 
LEFT AND RIGHT EYE; This spontaneous report received from a patient concerned a 59 year old 
female. The patient's height, and weight were not reported. The patient's pre-existing medical 
conditions included: The patient had allergies. The patient received covid-19 vaccine ad26.cov2.s 
(suspension for injection, route of admin not reported, batch number: Unknown expiry: unknown) 
dose was not reported, 1 total administered at left arm on15-APR-2021 for prophylactic 
vaccination. The batch number was not reported and has been requested. No concomitant 
medications were reported. On 06-SEP-2021, the patient experienced her whole face and left eye 
was swollen and described it as total distortion. Her face was huge. she went to the doctor but 
doctor did not know what it was and thought it was allergic reaction so patient did some research 
BELL'S PALSY PEPE 1789874-1 and On an unspecified date, she thought she was having bell's palsy from the vaccine. They gave 
(COVID19) ~~~ | her shot and put her on steroids patient was fine after 24 to 36 hours. On 05-OCT-2021, patient 
experienced her face started to swell up again and also her right eyes was swollen. On 06-OCT- 
2021, the patient experienced swelling came down to her jaw, lips and inside of the mouth. 
swollen lips. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient 
had not recovered from swollen face and jaw, swollen left and right eye, swollen lips, and swelling 
inside mouth, and the outcome of bell's palsy was not reported. This report was serious (Other 
Medically Important Condition).; Sender's Comments: VO: 20211011928-COVID-19 VACCINE 


AD26.COV2.S-bell's palsy, swollen face and jaw, swollen left and right eye. This event(s) is 
considered unassessable. The event(s) has a compatible/suggestive temporal relationship, is 
unlabeled, and has unknown scientific plausibility. There is no information on any other factors 
potentially associated with the event(s). 


Bells Palsy/can not eat and can not drink, can not smile, can not sleep, can not close their left eye; 
This spontaneous case was reported by a consumer and describes the occurrence of BELL'S PALSY 
(Bells Palsy/can not eat and can not drink, can not smile, can not sleep, can not close their left 
eye) in a male patient of an unknown age who received MRNA-1273 (Moderna COVID-19 Vaccine) 
for COVID-19 vaccination. No Medical History information was reported. In July 2021, the patient 
received second dose of MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was 
changed to 1 dosage form. On an unknown date, the patient received first dose of MRNA-1273 
(Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 03-Oct-2021, the patient 
1790303-1 


experienced BELL'S PALSY (Bells Palsy/can not eat and can not drink, can not smile, can not sleep, 
can not close their left eye) (Seriousness criterion medically significant). The patient was treated 
with PREDNISONE for Adverse event, at an unspecified dose and frequency and VALACICLOVIR for 
Adverse event, at an unspecified dose and frequency. At the time of the report, BELL'S PALSY 
(Bells Palsy/can not eat and can not drink, can not smile, can not sleep, can not close their left 
eye) outcome was unknown. Concomitant medications were not reported. The patient was also 
prescribed with some eye ointment, an eye patch at night to keep the eye shut and some eye 
drops for daytime.; Sender's Comments: This case refers to a male patient of unknown age with 
no relevant medical history who experienced the expected event of Bell's Palsy approximately 3 
months after the second dose of Moderna COVID-19 Vaccine. Rechallenge was assessed as not 
applicable since limited information on the first dose was provided. No causality assessment was 
provided by the reporter. The benefit-risk relationship of Moderna COVID-19 Vaccine is not affected 
by this report. 


Bells Palsy/ facial paralysis affecting the left side/can not eat/can not drink/can not smile/can not 
close their left eye; can not sleep; This spontaneous case was reported by a consumer and 
describes the occurrence of BELL'S PALSY (Bells Palsy/ facial paralysis affecting the left side/can 
not eat/can not drink/can not smile/can not close their left eye) in a 58-year-old male patient who 
received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of 
additional non-serious events is detailed below. Concurrent medical conditions included 
Hypertension (High blood pressure) and Diabetes. Concomitant products included METFORMIN for 
an unknown indication. In July 2021, the patient received second dose of MRNA-1273 (Moderna 
COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage form. On an unknown date, 
the patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 
dosage form. On 04-Oct-2021, the patient experienced BELL'S PALSY (Bells Palsy/ facial paralysis 
affecting the left side/can not eat/can not drink/can not smile/can not close their left eye) 
(seriousness criterion medically significant) and INSOMNIA (can not sleep). The patient was 
treated with PREDNISONE on 04-Oct-2021 for Adverse event, at an unspecified dose and 
frequency and VALACICLOVIR on 04-Oct-2021 for Adverse event, at an unspecified dose and 
COVID19 frequency. At the time of the report, BELL'S PALSY (Bells Palsy/ facial paralysis affecting the left 
BELL'S PALSY | VACCINE | 1790362-1 | side/can not eat/can not drink/can not smile/can not close their left eye) and INSOMNIA (can not 
(COVID19) sleep) outcome was unknown. For mMRNA-1273 (Moderna COVID-19 Vaccine) (Unknown), the 
reporter did not provide any causality assessments. Concomitant medications also included statins, 
high blood pressure medication and another diabetes oral medication. Treatment medications also 
included some eye ointment, an eye patch at night to keep the eye shut, and some eye drops for 
daytime. Patient reported that he went to the ER yesterday as he wanted to rule out a stroke. 
There he was diagnosed with Bell's Palsy. He reported that he could not eat, could not drink, could 
not smile and could not close his left eye. Company comment: This case concerns a 58 year-old 
male patient with history of diabetes, who experienced the unexpected serious event and AESI of 
Bell's palsy. The event occurred approximately 2 months after the second dose of MRNA-1273 
vaccine. Because diabetes is a risk factor for the event, the patient's medical history remains a 
confounder. The benefit-risk relationship of MRNA-1273 vaccine is not affected by this report.; 
Sender's Comments: This case concerns a 58 year-old male patient with history of diabetes, who 
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experienced the unexpected serious event and AESI of Bell's palsy. The event occurred 
approximately 2 months after the second dose of MRNA-1273 vaccine. Because diabetes is a risk 
factor for the event, the patient's medical history remains a confounder. The benefit-risk 
relationship of MRNA-1273 vaccine is not affected by this report. 
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Symptoms ‘Vaccine | vaes 10 | Adverse Event Description 
ype 
Adverse event, at an unspecified dose and frequency. At the time of the report, BELL'S PALSY 
shut, and some eye drops for daytime. Reported that Patient went to the ER because they 


can not sleep; Bells Palsy; This spontaneous case was reported by a consumer and describes the 
occurrence of BELL'S PALSY (Bells Palsy) in a male patient of an unknown age who received mRNA- 
1273 (Moderna COVID-19 Vaccine) for COVID-19 vaccination. The occurrence of additional non- 
serious events is detailed below. No Medical History information was reported. In July 2021, the 
patient received second dose of MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 
dosage was changed to 1 dosage form. On an unknown date, the patient received first dose of 
MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 04-Oct-2021, the 
patient experienced BELL'S PALSY (Bells Palsy) (seriousness criterion medically significant). On an 
unknown date, the patient experienced INSOMNIA (can not sleep). The patient was treated with 
1790367-1 (Bells Palsy) and INSOMNIA (can not sleep) outcome was unknown. No concomitant medications 
developed facial paralysis affecting the left side and wanted to rule out a stroke. Reported that 


PREDNISONE for Adverse event, at an unspecified dose and frequency and VALACICLOVIR for 
were reported. Patient was also treated with eye ointment, an eye patch at night to keep the eye 
There patient were diagnosed with Bell's Palsy and can not eat and can not drink, can not smile, 
can not sleep, can not close their left eye. Company comment: This case concerns a male patient 
of unknown age with no reported medical history, who experienced the unexpected serious event 
and AESI of Bell's palsy. The event occurred approximately 2 months after the second dose of 
MRNA-1273 vaccine. The benefit-risk relationship of MRNA-1273 vaccine is not affected by this 
report. Sender's Comments: This case concerns a male patient of unknown age with no reported 
medical history, who experienced the unexpected serious event and AESI of Bell's palsy. The event 


occurred approximately 2 months after the second dose of MRNA-1273 vaccine. The benefit-risk 
relationship of MRNA-1273 vaccine is not affected by this report. 


my left side from my face became numb; my facial muscles began to droop; could not feel my left 
side until my hand; I feared I was having a stroke; I was diagnosed with Bells Palsy; I sometimes 
lose vision in my left eye; numbness; nerve pain; migraines; This is a spontaneous report from a 
contactable HCP (patient). A 34-year-old female patient (not pregnant) received the second dose 
of BNT162B2 (Pfizer COVID 19) via an unspecified route of administration on the right arm in 
Mar2021 as single dose for COVID-19 immunization. Medical history included endometriosis, hit by 
a car as pedestrian in 2008, past migraines and sensitive to latex. Known allergies: gluten 
intolerant (no celiac disease). The patient performed Nasal Swab in Sep2021 and result was 
negative. Concomitant medication was not reported. The patient previously received the first dose 
of BNT162B2 via an unspecified route of administration on the right arm in Feb2021 at the age of 
34-year-old as single dose for COVID-19 immunization. Four days after the shot, the patient left 
side from face became numb and facial muscles began to droop. The patient also could not feel left 
COVID19 side until hand. The patient went to the emergency room because he feared he was having a 
BELL'S PALSY | VACCINE | 1790817-1 stroke. The patient was diagnosed with Bells Palsy, and was told it was perhaps due to the 2nd 
(COVID19) ~~~ | Shot he received. The patient had since visited neurologist, as he sometimes lose vision in left eye, 
continue to have numbness and nerve pain, and migraines only on that side of face. The patient 
wear an eye patch at times to rest eye. The patient had also followed up with primary physician 
who had prescribed Gabapentin for nerve pain. The patient also had O-blood. The events resulted 
in doctor or other healthcare professional office/clinic visit, emergency room/department or urgent 
care, disability or permanent damage. Treatment was received included toridol, steriod shot, nerve 
pain and migraine meds. The outcome of events was not recovered. The lot number for the 
vaccine, [BNT162B2], was not provided and will be requested during follow up.; Sender's 
Comments: Based on the temporal relationship, the association between the reported events with 
BNT162b2 can not be fully excluded. The impact of this report on the benefit/risk profile of the 


Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the review 
and analysis of aggregate data for adverse events. Any safety concern identified as part of this 
review, as well as any appropriate action in response, will be promptly notified to regulatory 
authorities, Ethics Committees, and Investigators, as appropriate. 


Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 32-years-old 
male patient received bnti62b2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 2 via an 
unspecified route of administration, administered in Arm Right on 22Sep2021 10:00 (Batch/Lot 
number was not reported) as DOSE 2, SINGLE, vaccinated at the age of 32 years old, for covid-19 
COVID19 immunisation. Medical history included penicillin allergy, covid-19. There were no concomitant 
1790870-1 


BELL'S PALSY | VACCINE medications. Patient received the first dose of bnt162b2 on 01Sep2021 10:00, at the age of 32 
(COVID19) years old for covid-19 immunisation. The patient experienced bell's palsy on 24Sep2021 with 
outcome of not recovered. The event was reported as serious with criteria medically significant. 
Event resulted in Doctor or other healthcare professional office/clinic visit and treatment included 
Steroid The lot number for the vaccine BNT162B2 was not provided and will be requested during 
follow up. 


episode of bell's palsy; This is a spontaneous case received from a contactable consumer (Patient). 
A female patient of an unspecified age received BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, Formulation: Solution for injection, Lot number: Unknown, Expiration date: Unknown), 
via an unspecified route of administration on an unspecified date, as dose number unknown, single 
COVID19 for COVID-19 immunisation. The patient's medical history and concomitant medications were not 
1790971-1 


BELL'S PALSY | VACCINE reported. On an unspecified date, the patient experienced Bell's palsy. The patient reported that 
(COVID19) her vaccine doses were finished in Jan2021 and after that was the first episode of Bell's palsy. She 
had a second episode in less than 7 months in August. The clinical outcome of the event was 
unknown. The lot number for the vaccine [BNT162B2] was not provided and will be requested 
during follow-up.; Sender's Comments: Linked Report(s) : US-PFIZER INC-202101295584 Same 
reporter/vaccine/event, different patient/COI 


her father developed Bell's Palsy; This is a spontaneous report from a Pfizer-sponsored program 
Support from a non-contactable consumer or other non hcp (Reporter's father) Via medical 
information team. An 88-years-old male patient received first dose of BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE, Formulation: solution for injection, Lot Number was not reported, 
COVID19 Expiry date: Unknown) via an unspecified route of administration on unspecified date of Mar2021 
BELL'S PALSY | VACCINE | 1791030-1 (age at the time of vaccination 88-years-old), as a single dose for COVID-19 immunization. The 
(COVID19) ~~ | patient medical history and concomitant medications were not reported. On unspecified date of 
Mar2021, patient experienced her father developed Bell's Palsy. Reporter's father took Pfizer 
BioNTech COVID-19 vaccine the next day he started experiencing bell's palsy which he is still 
experiencing, and he didn't get second dose. The outcome of event was not recovered. No Follow- 


up attempts are possible; information about lot/batch number cannot be obtained. No further 
information is expected. 


Symptoms ees VAERS 1D Adverse Event Description 


Bells Palsy on right side of my face; This is a spontaneous report from a contactable consumer 
(patient) or other non hcp. A 56-years-old non-pregnant female patient received first dose of 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection, Batch/Lot number was 
not reported) via an unspecified route of administration, administered in Arm Left on 01Apr2021 
14:30 (at the age of 56-years-old) as a single dose for COVID-19 immunization. The patient's 
COVID19 medical history and concomitant medications were not reported. The patient had known allergies 
BELL'S PALSY |VACCINE | 1791042-1 | to Penicillin. No other vaccine in four weeks. No other medications in two weeks. No COVID prior 
(COVID19) vaccination. No COVID tested post vaccination. On 07Apr2021, the patient experienced bell's palsy 
on right side of my face. The patient visited to physician office for the adverse event. The patient 
received unspecified steroids as treatment for adverse event. The patient received her second dose 
of vaccine on 22Apr2021. The outcome of the event was recovered on an unspecified date in 2021. 


The lot number for the vaccine, [BNT162B2], was not provided and will be requested during follow 
up. 


Severe case of Bells Palsy; blisters in the mouth and throat on one side; blisters in the mouth and 
throat on one side; severe headache for a month; This is a spontaneous report from a contactable 
consumer (patient). A 78-years-old male patient received bnt162b2 (BNT162B2) at the age of 78- 
years-old, dose 1 via an unspecified route of administration, administered in Arm Left on 
12Jan2021 02:15 (Batch/Lot number was not reported) as DOSE 1, SINGLE for covid-19 
immunisation. Facility type vaccine: Public health clinic/Veterans administration facility. No other 
vaccine in four weeks. No COVID prior vaccination. No known allergies. Medical history included 
diabetic, heart condition, neuropathy, spondylosis. Concomitant medication(s) included metoprolol 
1791123-1 
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(METOPROLOL); glipizide (GLIPIZIDE); pantoprazole (PANTOPRAZOLE); zolpidem (ZOLPIDEM). The 
patient experienced severe case of bells palsy, blisters in the mouth and throat on one side, severe 
headache for a month on 20Jan2021 with outcome of not recovered. Severe case of Bells Palsy 
with severe headache for a month, blisters in the mouth and throat on one side. The patient 
underwent lab tests and procedures which included VNG test: unknown result on an unknown date 
(VNG test for dizzy), MRI: unknown results on an unknown date, COVID: negative on 09Jun2021 
(Nasal Swab), COVID: negative on 16Sep2021 (Nasal Swab). AE resulted in: [Doctor or other 
healthcare professional office/clinic visit]. The event received treatment. The patient received dose 
2 administered in Arm Right on 04Feb2021 03:15 (Batch/Lot number was not reported) as DOSE 
2, SINGLE. The lot number for the vaccine, [BNT162B2], was not provided and will be requested 
during follow up. 


Pfizer product is evaluated a part of Pfizer procedures for safety evaluation, including the review 
and analysis of aggregate data for adverse events. Any safety concern identified as part of this 
review, as well as any appropriate action in response, will be promptly notified to Regulatory 
authorities, Ethics committees, and Investigators, as appropriate. 


hard for him to talk to me; he got Bell's palsy; This is a spontaneous report from a contactable 
consumer (reporter's husband). A 50-year-old male patient received BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE) at the age of 50-years-old, via an unspecified route of 
administration, administered in Arm Left on 18Sep2021 (Batch/Lot Number: FF8839) as dose 1, 
single for COVID-19 immunization. Medical history included blood pressure high, which is under 
control, halfway under control, blood cholesterol abnormal and blood pressure abnormal. 
Concomitant medications included atorvastatin calcium (LIPITOR) taken for blood cholesterol 
abnormal; and lisinopril taken for blood pressure abnormal; both start and stop date were not 
reported. The patient got Bell's palsy less than 24 hours after the first shot, they recommended 
1791179-1 


Bell's palsy; Rheumatoid arthritis flare up; Fatigue; Numbness in toes; Heartburn; Allergic 
respiratory symptom; Fibromyalgia; Mobility decreased; This is a solicited report from the 
marketing program Facilitated Collect based on information received by Pfizer from AbbVie 
(manufacturer control number: 21K-163-4062444-00), received from a contactable consumer 
(patient). A 50-year-old female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 mRNA 
VACCINE), intramuscular on 23Jul2021 (Batch/Lot number was not reported) as dose 1, single at 
49 years old, and intramuscular on 13Aug2021 (Batch/Lot number was not reported) as dose 2, 
single for COVID-19 immunisation; adalimumab (HUMIRA), subcutaneous from an unspecified date 
(Batch/Lot number was not reported), at unspecified dose for Moderate to severe rheumatoid 
arthritis. The patient's medical history and concomitant medications were not reported. The patient 
previously took Humira for rheumatoid arthritis and experienced misfire with a pen exploded and 
sprayed the in the eyes and face. On an unspecified date in 2021, after both the 1st and 2nd dose 
of bnt162b2, the patient experienced Bell's palsy, rheumatoid arthritis flare up, numbness in toes, 
fatigue, heartburn, allergic respiratory symptom, fibromyalgia, and mobility decreased. The action 

ooo taken in response to the events for adalimumab was unknown. The outcome of the event 

BELL'S PALSY | VACCINE 1791173-1 : on ap j ; . 

(COVID19) rheumatoid arthritis flare up was recovered on an unspecified date in 2021, for the event fatigue 
was recovering, for the event mobility decreased was unknown, while for the rest of the events 
was not recovered. The reporter's causality for adalimumab with event rheumatoid arthritis flare 
up was reasonable possibility, for the event mobility decreased was not reported while for the rest 
of the events was no reasonable possibility. The reporter's causality for bnt162b2 with all the 
events was not related. No follow-up attempts are possible; information about lot/batch number 
cannot be obtained. No further information is expected.; Sender's Comments: Based on a temporal 
association and know drug safety profile, the causal association between the events Bell's palsy 
and fatigue and the suspect drug BNT162B2 cannot be totally excluded. The other events are more 
likely intercurrent or due to development of underlying medical condition and are assessed as 
unrelated to the suspect drug BNT162B2. The impact of this report on the benefit/risk profile of the 
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that he doesn't get the second shot. It was on the 19Sep2021 right when he got up off bed the 
reporter thought he had a stroke, because his face completely looked like he had stroke. He got a 
pretty bad case of Bell's palsy. He has had it for almost 2 weeks, he has called the doctor, they put 
him on pills twice and he was advised not to get the second shot or anything else until the doctor 
says okay. He was supposed to get the second shot on 090ct2021, but the doctor said no and so 
did the pharmacist, she said if the doctor said no, they cannot give it until he is clear to get it. He 
has got two physical exam, has got blood work done and everything came out fine. The doctor did 
a lab test for the first day he was in to get it checked out, his cholesterol was fine, his blood 
pressure was perfect, the doctor gave him prednisone (treatment) and some antibiotic (treatment) 
that he had to take for seven days and then he just put him on another week on prednisone again. 
The patient was still experiencing the event, he was on his second week. The outcome of the event 
was not recovered. Follow-up attempts are completed. No further information is expected. 


Symptoms ees VAERS 1D Adverse Event Description 


Related to a condition called Bell's Palsy, and I also understand it could be slight paralysis on the 
side of the face; I started feeling little weird; Something started happening with my eye, my right 
eye, it wasn"t, it felt like it wasn't closing; My left eye I was having problems with that; This is a 
spontaneous report from a non-contactable consumer, the patient. A patient of unspecified age and 
gender received an unknown dose of bnti62b2 (PFIZER BIONTECH COVID 19 VACCINE, 
COVID19 formulation: solution for injection, lot number was not reported), via an unspecified route of 
1791281-1 


BELL'S PALSY | VACCINE administration on an unspecified date as dose number unknown, single for covid-19 immunisation. 

(COVID19) The patient medical history and concomitant medications were not reported. The patient suddenly 

started feeling little weird on an unknown date and left eye, the patient was having problems with 

that on an unknown date and the patient understood this was related to a condition called Bell's 
Palsy, and also understood it could be slight paralysis on the side of the face related to a condition 
called bell''s palsy on an unknown date. The outcome of all th events was unknown. No follow up 
attempts are possible. information about lot/batch number cannot be obtained. No further 
information is expected 


I came down with bells palsy which runs in the family; i started getting uncoordinated; double 
vision; This is a spontaneous report from a contactable consumer (patient). This 38-year-old male 
patient received dose 2 of BNT162B2 via an unspecified route of administration on 17Feb2021 (at 
the age of 38-years-old) as a single dose for COVID-19 immunization. Medical history included 
family history of Bell's palsy. The patient was not diagnosed with COVID-19 prior to vaccination. 
The patient did not receive any other vaccines within 4 weeks prior to the vaccine. Concomitant 
COVID19 medications were not reported. The patient previously received dose 1 of BNT162B2 on 26Jan2021 
BELL'S PALSY |VACCINE | 1791321-1 | as a single dose for COVID-19 immunization. On 01Mar2021 the patient came down with Bell's 
(COVID19) palsy which runs in the family so he ignored that. That went away and he started getting 
uncoordinated which turned into double vision. The patient visited an emergency room/department 
of urgent care for the events. The patient was hospitalized for 5 days for the events. The patient 
received treatment with steroids for the events. The outcomes of Bell's palsy, uncoordinated, and 


double vision were recovered with lasting effects. It was also reported that since the vaccination 
the patient was tested with a nasal swab for COVID-19 on 11May2021 with result of negative. The 
lot number for BNT162B2 was not provided and will be requested during follow-up. 


COVID19 
BELL'S PALSY | VACCINE | 1793592-1 | facial paralysis causing Bell Palsy, 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1793602-1 Bells Parsy 
(COVID19) 


Started with earache on 10/6/21. Drooling while eating on 10/9/21. Slight R mouth droop noted on 
COVID19 10/10/21 @ 1900. Had appt. with NP @ 1200 10/11, but they sent me to ED for stroke eval. .CT - 
BELL'S PALSY | VACCINE | 1793648-1 for bleed. Diagnosed with Bell's Palsy and sent home with Prednisone 50 mg x 5 days and Acyclovir 
(COVID19) ~~ | x 10 days. Condition continued to worsen with increased mouth drooping and much difficulty 
eating and drinking, and difficulty speaking . My ear and head on affected side continue to hurt 


with Tylenol. 


COVID19 Symptoms of minor Bell's Palsy: right side facial droop, R-eye extreme watering, R-ear pain, R-side 
BELL'S PALSY |VACCINE | 1794085-1 | headache. To MD 2 days after symptoms to confirm Bell's Palsy. Head CT was done to rule out 
(COVID19) acute stroke. Started on Medrol 4mg Dose pack and also Valacyclovir 1gm 3 times a day x 7 days. 
COVID19 . . i . i ae 
BELL'S PALSY |VACCINE | 17941211 Acute onset of right-sided facial paralysis (Bell's palsy). Symptoms began 3 days after vaccination. 
(COVID19) ~~~ | Treatment was initiated with short course of steroids (prednisone 60 mg daily for 1 week). 


COVID19 
BELL'S PALSY |VACCINE | 1794748-1 | Bell's Palsy 
(COVID19) 


Pt. states that after receiving the 2nd dose of Moderna 02/26/2021, started experiencing 
symptoms 04/27/2021o0f drainage from the (right/possibly both) eye, drooping of the left side of 
COVID19 the mouth. 04/27/2021 (Traveling Blurry Vision) Changes in Vision with Dizziness, Emergency 
BELL'S PALSY | VACCINE | 1794842-1 | Room visit; Blood Work ran (Normal), Suspected Bell's Palsy. Doctor prescribed Acyclovir 
(COVID19) antibiotics. Recommendation for Follow-Up with Primary, estimated 05/2021. Primary 
recommended just Observation and follow-up if persist. Symptoms lasting estimated 10 days and 


subsided. 


Monday AM (swelling in right armpit, right side of face looked odd - slightly puffy/stiff) Tuesday AM 
(swelling increased still in right armpit, uncomfortable, facte still off) Wednesday AM (swelling still 
in right armpit, slight decrease, ache developed in right shoulder along collarbone area to right 
COVID19 side of neck, tickle on right side of throat and numbness/tingling on right side of mouth. Right side 
BELL'S PALSY | VACCINE 1794995-1 of face more stiff and when I tried to smile, right side of mouth would not turn up. I would try to 
(COVID19) ~~~ | force it and right side would quiver and shake. Sent notice to my primary and was advised to call 
911 if emergency or get a face to face with urgent care. Went to urgent care and was diagnosed 
with slight case of Bell's Palsy, was prescribed Deltasone & Valtrex. I did NOT take either drug. 


Over the course of the next week, armpit swelling reduced and face puffiness/stiffness seem to 
subside. Have tightness on right side when I force mouth movement to right side . 


I was diagnosed with Bells Palsy on the right side of my face. - September 29th, 2021 at ER. I am 
reporting that change in my health - currently no change in symptoms since that time. My Primary 
COVID19 care doctor confirmed the diagnosis in a follow up appt. On a treatment plan now of various 
BELL'S PALSY |VACCINE | 1795263-1 | medications - some have changed by this point. I have complete facial paralysis on the whole right 
(COVID19) side of face. Those symptoms started the evening Sept 28th. Note: I had a flu vaccine on Sunday, 
September 26th, 2021 - injection on my left arm - prior to the third dose of COVID - . I had the 


3rd dose of COVID on October 4th - (after I had the Bells Palsy symptoms begin). 


COVID19 Presented to ED on 10/13 - CC right facial numbness and weakness which he noted over the last 2 
BELL'S PALSY | VACCINE | 1795270-1 days. Saw ophthalmologist 10/12-had R facial drooping and difficulty closing right eye lid. Evidence 
(COVID19) ~~~ | of cranial nerve VII palsy on physical exam. MRI negative for CVA. Dx with Bell's Palsy - started on 


prednisone and valacyclovir as treatment. 


On Friday 10/15/20201 I felt slight twitching on my right cheek. On Saturday 10/16/2021 my 
tongue started to feel numb. That night while sleeping I felt sharp pains behind my right ear. On 
COVID19 Sunday 10/17/2021 I noticed blurry vision in my right eye which gradually progressed to drooping 
BELL'S PALSY | VACCINE | 1795288-1 | right eyebrow and difficulty closing right eye. The right side of my lips/mouth which caused 
(COVID19) difficulty drinking, eating, and pronouncing words. I check into the ER for fear of stoke and was 
diagnosed with Bell's Palsy. Bell's Palsy is a rare condition, and I am an otherwise perfectly healthy 
d le. 


Symptoms oa VAERS 1D Adverse Event Description 


COVID19 — 
BELL'S PALSY |VACCINE | 17953201 | Bell's Palsy was diagnosed when I went in to the ER at CRMC. Drooping right eye and mouth. not 
(COvID19)| tt” able to close right eye. 


COVID19 Pfizer covid vacc Bells palsy right side of face. Ear, eye, nose and mouth all paralyzed happened 
BELL'S PALSY | VACCINE | 1795428-1 while waiting for our plane at 5 am 10/8/21 and ems ruled out stroke. Was treated again out of the 
(COVID19) ~~~ | area for pain and again in my local area exactly 1 month after 2nd shot. No underlyiign conditions. 


3 doctors blame vaccine. 10 days later no chamge in facial function and severe pain 


COVID19 In July, my wife noticed my face was drooping. I thought I had stroke. On 8/20/2021 - I went to 
BELL'S PALSY | VACCINE | 1795450-1 the General Hospital ER and found out it was Bells Palsy on the right side of face. Treatment - 
(COVID19) ~~~ | aspirin; Methylprednisolone; Vaclyclovir - I'm finished with that. Now taking aspirin and Ibuprofen 


for keeping the swelling down. I'm still in process of recovering. Still have it. 


COVID19 
BELL'S PALSY | VACCINE | 1796528-1 | Hives on B LE occurred on 10/01/2021; L sides Bell?s Palsy developed on 10/14/2021. 
(COVID19) 


Bells palsy; fever blisters; got rash and pruritus all over the trunk; rash and itching all over the 
trunk; This spontaneous case was reported by a physician and describes the occurrence of BELL'S 
PALSY (Bells palsy) in a 77-year-old female patient who received mRNA-1273 (Moderna COVID-19 
Vaccine) (batch no. 012A21A) for COVID-19 vaccination. The occurrence of additional non-serious 
events is detailed below. Concomitant products included METOPROLOL, LISINOPRIL, 
ACETYLSALICYLIC ACID (ASPIRIN (E.C.)), OMEPRAZOLE, CALCIUM CARBONATE, COLECALCIFEROL 
(VITAMIN D 2000), DULOXETINE, FOLIC ACID, VITAMIN A NOS, BALOFLOXACIN, VITAMIN B12 
NOS (VITAMIN B 12 [VITAMIN B12 NOS]) and AMLODIPINE for an unknown indication. On 25-Feb- 
2021, the patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 
1 dosage form. On 26-Feb-2021, the patient experienced PRURITUS (rash and itching all over the 
trunk) and RASH (got rash and pruritus all over the trunk). On 28-Feb-2021, the patient 
experienced BELL'S PALSY (Bells palsy) (seriousness criterion medically significant) and ORAL 
HERPES (fever blisters). The patient was treated with PREDNISONE for Adverse event, at a dose of 
COVID19 15 milligram and VALACYCLOVIR [VALACICLOVIR] for Adverse event, at a dose of 1 gram. On 27- 
BELL'S PALSY | VACCINE | 1797140-1 | Feb-2021, PRURITUS (rash and itching all over the trunk) and RASH (got rash and pruritus all over 
(COVID19) the trunk) had resolved. At the time of the report, BELL'S PALSY (Bells palsy) and ORAL HERPES 
(fever blisters) outcome was unknown. The action taken with MRNA-1273 (Moderna COVID-19 
Vaccine) (Intramuscular) was unknown. For MRNA-1273 (Moderna COVID-19 Vaccine) 
(Intramuscular), the reporter did not provide any causality assessments. Company comment : This 
case concerns a 77 year-old female subject, who experienced the unexpected event of BELLIS 
PALSY The event occurred three days after the first dose of MRNA-1273. The event was considered 
related to the product per the reporter's physician. The benefit-risk relationship of drug Spikevax 
MRNA-1273 is not affected by this report Most recent FOLLOW-UP information incorporated above 
includes: On 02-Mar-2021: Upon internal review on 17-Sep-2021, case was unlocked to get 
company comment from MSAand removed event of facial paralysis , added new event rash; 
Sender's Comments: This case concerns a 77 year-old female subject, who experienced the 


unexpected event of BELL'S PALSY The event occurred three days after the first dose of mRNA- 
1273. The event was considered related to the product per the reporter's physician. The benefit- 
risk relationship of drug Spikevax MRNA-1273 is not affected by this report 


Bell's palsy; received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), the third dose; received 
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), the third dose; This is a spontaneous report 
from a contactable pharmacist. A 72-year-old female patient (non-pregnant) received BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE), the third dose via intramuscular in left arm on 
28Sep2021 as single dose for COVID-19 immunization. The relevant medical history and 
concomitant medications were not reported. The patient previously received BNT162B2, the first 
dose on 12Jan2021 (Dose Number: 1, Batch/Lot No: Unknown. Location of injection: Arm Left, 
1797282-1 


Route of Administration: Intramuscular) and the second dose on 02Feb2021 (Dose Number: 2, 
Batch/Lot No: Unknown. Location of injection: Arm Left, Route of Administration: Intramuscular), 
both at the age of 72 years old for COVID-19 Immunization. The patient experienced Bell's palsy 
on 29Sep2021. Unknown if received treatment for this event. The patient had physician office visit 
due to this event. The outcome of the event Bell's palsy was not recovered. The lot number for 
[BNT162B2], was not provided and will be requested during follow up.; Sender's Comments: The 
event Bell's palsy was considered related to suspect drug based on strong temporal association and 
known Safety profile of the drug. The impact of this report on the benefit/risk profile of the Pfizer 
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and 
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, 
as well as any appropriate action in response, will be promptly notified to RAs, Ethics Committees, 
and Investigators, as appropriate. 


29May2021 my bells palsy started. I woke up and I had trouble spitting toothpaste because the 
left part of my face was paralyzed. 28 my lips were numb. I was wondering if I had a stork , On 
the 31May2021 , I went ER at hospital. They checked it was a stroke and it was bell palsy . Started 
COVID19 meds on 31 May2021 and the week of juni4-18, it was better by June 21,2021, my face was 
BELL'S PALSY | VACCINE | 1797828-1 | normal but I still had hearing loss. My hearing loss started in mar/apr 2021 after my 1st dose. I 
(COVID19) see a doctor every other week for my allergy shot. I went to ear, nose and throat doctor in august 
and cat scan of my head and audiology test and test the pressure of my ears and he recommended 
to my ear specialists. I take my allergy shots every other week. Two shots, one is for trees and 


grass and other for grains, 


COVID19 
BELL'S PALSY | VACCINE 1798189-1 | Bell's palsy, fatigue 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1798249-1 | Woke up with half my face paralyzed, was diagonal with Bells Palsy on my left side 
(COVID19) 


Started on October 7 with muscle pain in low back with radiating pain down legs, October 8th more 
back pain with it between low neck and shoulder pains radiating down arms. October 9 skin 
COVID19 sensitivity around chest line and on legs as well. October 10-15 increase in muscle pain unable to 
BELL'S PALSY | VACCINE | 1798270-1 | sleep. October 15 facial numbness started on right side, went to ER labs/imaging ok and 
(COVID19) discharged. October 16 increases pain in muscles in legs and now facial drooping. October 19 
checking into ER unable to sleep due to pain in legs, back, and head, probable Bell's Palsy on right 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


side of face. 


Symptoms ees VAERS 1D Adverse Event Description 


"BELLS PALSY; This spontaneous report received from a consumer via a company representative 
through social media concerned a patient of unspecified age, sex, race and ethnic origin. The 
patient's height, and weight were not reported. No past medical history or concurrent conditions 
were reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for injection, route 
of administration not reported, batch number: Unknown expiry: Unknown) dose, start therapy date 

COVID19 were not reported, 01 total administered for prophylactic vaccination. The batch number was not 

BELL'S PALSY | VACCINE | 1800241-1 reported. The Company is unable to perform follow-up to request batch/lot numbers. No 

(COVID19) ~~~ | concomitant medications were reported. It was reported that, ""the patient got bells palsy exactly 
1 month after the J and J jab."" The action taken with covid-19 vaccine ad26.cov2.s was not 
applicable. The outcome of bells palsy was not reported. This report was serious (Other Medically 
Important Condition).; Sender's Comments: VO: 20211034768-COVID-19 VACCINE AD26.COV2.S- 


Bells palsy. This event is considered unassessable. The event has a compatible/suggestive 
temporal relationship, is unlabeled, and has unknown scientific plausibility. There is no information 
on any other factors potentially associated with the event." 


COVID19 Spike a 103 fever 24 hours later, kidney pain, and 4 days later my lymph nodes under my arm on 
BELL'S PALSY | VACCINE | 1800829-1 the same side swelled up a painful amount, and a few really bad migraines, reaction from the sun 
(COVID19) ~~ | with rash all over my body, dizziness, BP of 150's/110's and meds barley being it back into range. 


Bells Palsy and regurgitating valves in my heart 


COVID19 Developed Bells Palsy within 7-8 minutes of injection. Previously reported this. Since the vaccine. I 
BELL'S PALSY | VACCINE | 1804410-1 have developed cardiac issues including very high blood pressure, chest pains, tachycardia upon 
(COVID19) ~~ | standing and sitting, bradycardia and shortness of breath. I am currently being treated for these 


symptoms. 


Site: Bruising at Injection Site-Mild, Site: Itching at Injection Site-Mild, Site: Pain at Injection Site- 
Mild, Site: Redness at Injection Site-Mild, Systemic: Allergic: Anaphylaxis-Mild, Systemic: Allergic: 
Difficulty Breathing-Mild, Systemic: Allergic: Difficulty Swallowing, Throat Tightness-Mild, 
Systemic: Allergic: Itch (specify: facial area, extremeties)-Mild, Systemic: Allergic: Itch 
Generalized-Mild, Systemic: Allergic: Rash (specify: facial area, extremeties)-Mild, Systemic: 
Allergic: Rash Generalized-Mild, Systemic: Allergic: Swelling of Face / Eyes / Mouth / Tongue-Mild, 
Systemic: Abdominal Pain-Mild, Systemic: Autoimmune Disease (diagnosed by MD)-Mild, 
Systemic: Bell's Palsy-Mild, Systemic: Blood Disorder (diagnosed by MD)-Mild, Systemic: Body 
Aches Generalized-Mild, Systemic: Cardiac Disorder (diagnosed by MD)-Mild, Systemic: Chest 
Tightness / Heaviness / Pain-Mild, Systemic: Chills-Mild, Systemic: Confusion-Mild, Systemic: 
COVID19 Diarrhea-Mild, Systemic: Dizziness / Lightheadness-Mild, Systemic: Exhaustion / Lethargy-Mild, 
BELL'S PALSY |VACCINE | 1804461-1 | Systemic: Fainting / Unresponsive-Mild, Systemic: Fever-Mild, Systemic: PREVIOUS EVENT 
(COVID19) EFFECTING LOT-Mild, Systemic: Flushed / Sweating-Mild, Systemic: Headache-Mild, Systemic: 
Heart Attack-Mild, Systemic: Hypertension-Mild, Systemic: Hyperventilation-Mild, Systemic: 
Hypotension-Mild, Systemic: Joint Pain-Mild, Systemic: Lymph Node Swelling-Mild, Systemic: MIS 
(Multisystem Inflammatory Syndrome)(diagnosed by MD)-Mild, Systemic: Nausea-Mild, Systemic: 
Neurological Disorder (diagnosed by MD)-Mild, Systemic: Numbness (specify: facial area, 
extremities)-Mild, Systemic: Seizure-Mild, Systemic: Shakiness-Mild, Systemic: Stroke-Mild, 
Systemic: Tachycardia-Mild, Systemic: Tingling (specify: facial area, extemities)-Mild, Systemic: 
Tinnitus-Mild, Systemic: Unable to Sleep-Mild, Systemic: Visual Changes/Disturbances-Mild, 


Systemic: Vomiting-Mild, Systemic: Weakness-Mild, Additional Details: PEARL RIVER RX HAS 
NOTIFIED EACH PATIENT INDIVIDUALLY AND WE ATTEST WE HAVE FOLLOWED THE COMPANY 
DIRECTION FOR PATIENT NOTIFICATION 


COVID19 : : 3 P 3 : 
BELL'S PALSY | VACCINE 1804589-1 Patient with acute onset of R facial Bells Palsy On 10/10/2021. Patient with numbness and R facial 
(COVID19) “| paralysis. Loss of blink reflex. 
COVID19 
BELL'S PALSY | VACCINE | 1804646-1 | Twitching in left check & left eye, headaches Bells Palsy 
(COVID19) 


Within a couple of hours after receiving the vaccine, I developed a right facial tingling across my 
cheekbones my forehead and around my eye. By the next day my entire right side of my face felt 
numb and I was drooling slightly. You can see a slight droop on the right side of my mouth. Within 
COVID19 a couple days I developed shooting pains across my face and into my eye causing tearing of my 
BELL'S PALSY | VACCINE | 1804742-1 | EYE- This lasted for 2 days straight and then it stopped. A couple weeks later those same 
(COVID19) ~~~ | symptoms shooting pains across my face into my eyes started happening on the left side of my 
face and lasted for 1 day. This has happened at least 6 times over the past year since getting the 
vaccine. I have seen a neurologist and my primary care doctor who have now diagnosed me with 


Bell's palsy of the right side of my face and trigeminal neuralgia. I am still waiting to have a new 
MRI. 


COVID19 Diagnosis Bell's Palsy on 10/16/2021. Symptoms began 10/14/2021. I previously had Bell's Palsy 
BELL'S PALSY |VACCINE | 1804832-1 | once in April 2009. Completely went away after months w/taking Acyclovir antiviral med. This 
(COVID19) current case of Bell's Palsy being treated w/Acyclovir and Prednisone meds. 


started May 22nd with body aches & pains, then by May 26th it was bad enough to go the the ER, 
had Bell's Palsy also start on that day. Was given some pain pills & went home. Back to providers 
office on June ist and they sent to ER and was admitted to the hospital. Horrible pain everywhere 

COVID19 even on the max amount of meds they would give. Went from a fully functioning man to needing 2 

BELL'S PALSY | VACCINE | 1804840-1 | people to transfer and couldn't write or cut food. After a few days the figures out it was Guillain 

(COVID19) Barre Syndrome and started IVIG for 5 days. still in extreme pain everyday. After 14 days was sent 
to the inpt rehab area to be able to try to learn to walk and get some hand function back. Still am 
unable to return to work because of hand function and cane usage. need a brace on one foot at all 
times. 


COVID19 Severe headache in back of right side of head started two days after shot. Sensitivity of noise 
BELL'S PALSY | VACCINE | 1806162-1 shortly after that and a few days later I woke up with a numb tongue. Throughout that same day I 
(COVID19) ~~ ~~ | noticed the facial drooping and went to the ER to get checked for possible stroke. Stroke was ruled 


out by CT scan and I was diagnosed with Bells Palsy 


Symptoms ees VAERS 1D Adverse Event Description 


diagnosed with Bells Palsy; This spontaneous case was reported by a consumer and describes the 
occurrence of BELL'S PALSY (diagnosed with Bells Palsy) in a male patient of an unknown age who 
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch nos. 029120A and 023M20A) for 
COVID-19 vaccination. No medical history was provided by the reporter. Concomitant products 
included APIXABAN (ELIQUIS) for an unknown indication. On 03-Feb-2021, the patient received 
first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 01- 
Mar-2021, received second dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 
dosage was changed to 1 dosage form. On 08-Oct-2021, the patient experienced BELL'S PALSY 
(diagnosed with Bells Palsy) (seriousness criterion medically significant). At the time of the report, 
COVID19 BELL'S PALSY (diagnosed with Bells Palsy) outcome was unknown. No concomitant medications 
BELL'S PALSY | VACCINE | 1807437-1 | provided. No treatment medications provided. Patient was taken Eliquis before got the Moderna 
(COVID19) vaccine. Company comment -This case concerns a male patient 9Age not provided) with no 
relevant medical history, who experienced the unexpected event of Bells palsy. The event occurred 
approximately 7 months 8 days after the second dose of MRNA-1273 (Moderna Covid-19 vaccine). 
The rechallenge was not applicable as event occurred after the second dose.. The benefit-risk 
relationship of MRNA-1273 (Moderna Covid-19 vaccine is not affected by this report.; Sender's 
Comments: This case concerns a male patient 9Age not provided) with no relevant medical history, 
who experienced the unexpected event of Bells palsy. The event occurred approximately 7 months 


8 days after the second dose of MRNA-1273 (Moderna Covid-19 vaccine). The rechallenge was not 
applicable as event occurred after the second dose.. The benefit-risk relationship of mMRNA-1273 
(Moderna Covid-19 vaccine is not affected by this report. 


now has Bell's Palsy on her face.; she had swelling in the face; This is a spontaneous report from a 
contactable consumer (caregiver, parent). A 19-year-old female patient (reporter's daughter) 
received bnt162b2 (COMIRNATY), dose 1 via an unspecified route of administration on O050ct2021 
17:00 (Batch/Lot number was not reported) as dose 1, single at the age of 19 years old for 
COVID19 COVID-19 immunisation. Medical history and concomitant medications were not reported. The 
BELL'S PALSY | VACCINE | 1807518-1 | patient had Bell's Palsy on her face. She was fine until the next day after receiving the vaccine, on 
(COVID19) 060ct2021 she had swelling in the face then she woke up and the left side of her face looked like 
she had a stroke. They took her to the hospital and it was determined she had Bell's Palsy from the 
vaccine. The doctor wrote a script for antiviral and steroid. Events resulted in physician office visit. 


Treatment received. The outcome of events was unknown. The lot number for bnt162b2, was not 
provided and will be requested during follow up. 


COVID19 "Patient completed Moderna series in April 2021 (had COVID in November 2020). In October 2021 
BELL'S PALSY | VACCINE | 1807852-1 while planning her son's wedding she developed bells palsy. The symptoms are lingering with no 
(COVID19) ~~ |_relief. ""Functional Nerve Disorder"" has been mentioned by her PCP in relation to receiving the 


vaccine." 


COVID19 The right side of my face started to become numb within the first 2-3 hours after receiving the 
BELL'S PALSY |VACCINE | 1808000-1 | Pfizer booster shot. It continued to get worse and two days later, after seeking medical advice, I 
(COVID19) was diagnosed with Bell's Palsy. 


COVID19 
BELL'S PALSY |VACCINE | 1808608-1 | Bells Palsy 
(COVID19) 


Bell's Palsy: Symptoms were those of a cerebral stroke affecting the right side of my face - 
intermittent face, head and jaw pain, drooping right eyelid and eyebrow. Had X-ray, cat scan, blood 
COVID19 work in E.R. on April 4, 2021. E.R. physician settled on Bell's Palsy after eliminating other possible 
BELL'S PALSY | VACCINE | 1809833-1 diagnoses. Prescribed Deltasone (prednisone) 10mg sequence for 7 days (180mg total) and 
(COVID19) — Valacyclovir 500mg sequence for 7 days (21,000mg total). May have laso received medication for 
Lyme disease. Within about 8 days the symptom were greatly diminished to the point of not 
needing any additional treatment. Mild headaches/jaw aches occurred infrequently for about three 


weeks that seemed to be related to the Palsy. 


COVID19 i ak eels 
BELL'S PALSY |VACCINE | 1809841-1 Bell's palsy developed onR face PM 10/22. No additional neurologic findings on exam. No 
(COVID19) ~=~~ | additional abnormal physical findings. Patient placed on Valtrex and prednisone for 7 days. 


I had a severe reaction of half-face paralysis (left side)/Bell syndrome; This is a spontaneous 
report from a contactable consumer (patient) reported for self. A 33-year-old patient of an 
unspecified gender received bnti62b2 (Pfizer COVID vaccine), dose 1 via an unspecified route of 
administration on 21Mar2021 at 33 years old (Batch/Lot number was not reported) as single dose 

COVID19 for covid-19 immunization. The patient's medical history and concomitant medications were not 

BELL'S PALSY | VACCINE | 1810581-1 reported. On 21Mar2021 patient took the first Covid vaccine (Pfizer) and immediately after 10 

(COVID19) “| minutes had a severe reaction of half-face paralysis (left side). Patient rushed to the doctor who 
told to wait it out and see if it faded the next morning. Unfortunately, it worsened! Patient rushed 
to the ER where patient got treated for Bell syndrome. Today, seven months after, it had not fully 
passed and patient could still feel the paralysis in certain spots. Therapeutic measures were taken 
as a result of the event. The outcome of the event was not recovered. The lot number for the 
vaccine, [BNT162B2], was not provided and will be requested during follow up. 


COVID19 
BELL'S PALSY | VACCINE | 1813603-1 | bells palsy 2 days after vaccine 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


Site: Bruising at Injection Site-Mild, Site: Itching at Injection Site-Mild, Site: Pain at Injection Site- 
Severe, Site: Redness at Injection Site-Mild, Site: Swelling at Injection Site-Mild, Systemic: 
Allergic: Anaphylaxis-Mild, Systemic: Allergic: Difficulty Breathing-Mild, Systemic: Allergic: 
Difficulty Swallowing, Throat Tightness-Mild, Systemic: Allergic: Itch (specify: facial area, 
extremeties)-Mild, Systemic: Allergic: Itch Generalized-Mild, Systemic: Allergic: Rash (specify: 
facial area, extremeties)-Mild, Systemic: Allergic: Rash Generalized-Mild, Systemic: Allergic: 
Swelling of Face / Eyes / Mouth / Tongue-Mild, Systemic: Abdominal Pain-Mild, Systemic: 
Autoimmune Disease (diagnosed by MD)-Mild, Systemic: Bell's Palsy-Mild, Systemic: Blood 
Disorder (diagnosed by MD)-Mild, Systemic: Body Aches Generalized-Mild, Systemic: Cardiac 
Disorder (diagnosed by MD)-Mild, Systemic: Chest Tightness / Heaviness / Pain-Mild, Systemic: 
Chills-Mild, Systemic: Confusion-Mild, Systemic: Diarrhea-Mild, Systemic: Dizziness / 

COVID19 Lightheadness-Severe, Systemic: Exhaustion / Lethargy-Severe, Systemic: Fainting / 

BELL'S PALSY |VACCINE | 1813668-1 | Unresponsive-Mild, Systemic: Fever-Mild, Systemic: multiple prominent lymph nodes 

(COVID19) (thyroid/neck) demonstrating loss of normal fatty hila-Mild, Systemic: Flushed / Sweating-Mild, 
Systemic: Headache-Mild, Systemic: Heart Attack-Mild, Systemic: Hypertension-Mild, Systemic: 
Hyperventilation-Mild, Systemic: Hypotension-Mild, Systemic: Joint Pain-Mild, Systemic: Lymph 
Node Swelling-Severe, Systemic: MIS (Multisystem Inflammatory Syndrome)(diagnosed by MD)- 
Mild, Systemic: Nausea-Mild, Systemic: Neurological Disorder (diagnosed by MD)-Mild, Systemic: 
Numbness (specify: facial area, extremities)-Mild, Systemic: Seizure-Mild, Systemic: Shakiness- 
Mild, Systemic: Stroke-Mild, Systemic: Tachycardia-Mild, Systemic: Tingling (specify: facial area, 
extemities)-Mild, Systemic: Tinnitus-Mild, Systemic: Unable to Sleep-Mild, Systemic: Visual 
Changes/Disturbances-Mild, Systemic: Vomiting-Mild, Systemic: Weakness-Mild, Additional Details: 


extreme fatigue, swollen/sore neck area. sent for ultrasound which presented with 'multiple mildly 
prominent lymph nodes that are demonstrating loss of normal fatty hila'. Did not present 
immediately, approx 7 days after 1st dose. 


On 8/26/2021 I had noticed that my taste didn't seem to right but I did not think anything of it. 
Next morning comes around I noticed thats the right side of my face was numb and my eye did not 
look right, almost looked swollen. So my wife and I assumed that i was having a allergic reaction 
to something. I started taking benadryl that day. Next day comes I still seen no difference and 

COVID19 then decided to try Claritan D . Well when i woke up the following morning 8/29/21 thats when I 

BELL'S PALSY |VACCINE | 1813806-1 realized that something was wrong. My entire right side of my face had fallen, I lost all feeling ang 

(COVID19) “~~~ | my right eye would not close . So on 8/29 at around 3-4 am we rushed to the ER, They right away 
rushed me to the back thinking I had a Stroke. When doctor came in he ask some questions and 
ask me to move my eye brows in which i could only move the left side. At that point he diagnosed 
me with Bells Palsy. No test were run and I was released. I was put on a Anti Viral Med and 
Vaaccine. I to this day still have Bells Palsy! It has not gotten any better at all 


Steroids. I have been following up with my primary Doctor and she is linking it to the Covid 
COVID19 
BELL'S PALSY | VACCINE | 1814951-1 | Patient contracted COVID September 2021, Bells Palsy 10/12/2021 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1815451-1 | I experienced bell's palsy, tiredness and shortness of breath. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE Bella Palsy 
(COVID19) 


My arm got really stiff. At the injection site it was red and sore for a day. Later that night, that is 
when the other side affects came (the adverse side affects). Severe fatigue; really bad headache; 
muscle pain that on a lot of days I was needing to take 6 Advil during the course of the day - really 
painful. Also, the Bells Palsy symptoms started up that night. It was like a really bad case of flu 
that wouldn't go away. A constant fever for about a week. I had chills. The nausea was full-blown 
for about 6 weeks. It also swelled up my joints so that in the morning or at night I couldn't move 
my hands or arms. I do get side affects with medications that I take. I took natural supplements 
and was bedridden for about the first week because the muscle pain and inflamed joints were so 
bad. I did acupuncture for bells palsy - that was onset after the vaccine. Bell Palsy -usually my 

COVID19 symptoms for chronic condition are non existent (can't tell that I have it) but each time I had the 

BELL'S PALSY | VACCINE | 1818261-1 | COVID vaccine, it made me have the worse Bells Palsy symptoms that I've had in my life. My eye 

(COVID19) that wouldn't close; my drooling from my mouth because I couldn't move it. Ringing in the ears, 
and metallic taste in my mouth. A week and a half after the side affects lessened, I got Shingles - 
from June 18th and ended before my birthday on 8-22. My doctors think I got it because of the 
vaccine. Shingles symptoms lasted about 8 weeks - and it was pretty painful. Growing across my 
head and over my eyes. They gave me an anti-viral and I also took Olive Leaf Extract and I used 
EMU oil as well. With those it stopped growing. Doctor said it was the vaccine that brought the 
symptoms. My body was under duress. I had a relapse of the Shingles- the beginning of 
September. It was a minute bout of it -they thought it was pseudo pain from the shingles which I 
may have re-occur for 6 months. October ist, I had my flu shot. My prior flu shot was August 30, 
2020. 


COVID19 Woke up on Oct 13th at 3am the right side of my face was paralyzed. I went to the ER thinking I 
BELL'S PALSY | VACCINE | 1818619-1 | WaS having a stroke, but the ER Dr diagnosed me with Bell's Palsey. I then followed up with my 
(COVID19) ~~~ | Primary Care physician and she diagnosed me with Bell's Palsey also. The ER dr prescribed me a 


steriod, and an antiviral medication. 


Symptoms ees VAERS 1D Adverse Event Description 


PASSED OUT; WORDS CONFUSED/CANNOT FORM WORDS; MEMORY SLOW; PAIN BEHIND LEG; 
FELT WEAK; CHEST PAIN; SHORTNESS OF BREATH; CONFUSION; CONSTIPATION; FEELS LIKE 
HALF BODY IS PARALYZED; MIDDLE OF BACK ON THE LEFT SIDE LIKE STABBING PAIN; DOUBLE 
VISION; SWELLING FACE; NUMBNESS ON CHEST/ MIDDLE OF HER BACK ON LEFT SIDE/ LEG; 
TINGLING IN CHEST AND MIDDLE OF HER BACK ON LEFT SIDE/WHOLE BODY; BELLS PALSY; 
FEVER/TEMPERATURE 104 F; This spontaneous report received from a patient concerned a 50year 
old female of unspecified race. The patient's height, and weight were not reported. No past medical 
history or concurrent conditions were reported. The patient received covid-19 vaccine ad26.cov2.s 
(suspension for injection, route of admin not reported, batch number: 1822809, and expiry: 07- 
MAR-2022) dose was not reported, 1 total administered to right arm on 30-SEP-2021 for 
prophylactic vaccination. No concomitant medications were reported. On 30-SEP-2021, after 25 
minutes of receiving vaccine, the patient experienced fever/temperature 104F. The patient 
returned to work the same day. On an unspecified date, the patient experienced left side chest 
pain, shortness breath, numb/tingling in the chest and middle of her back on the left side like a 
stabbing pain. The patient legs are numb, face was numb, feels like half body was paralyzed. The 
patient felt pain behind her leg and patient felt weak as well. The patient words are 
confused/Cannot form words and memory slow, Double vision, Swelling of face, Constipation, 
Tingling in chest and middle of her back on left side/whole body. The patient visited emergency on 
COVID19 13-OCT-2021. The patient was kept two hours at Hospital, then patient left the hospital as patient 
BELL'S PALSY |VACCINE | 1820396-1 | was put outside in the cold, patient waited 2 hours outside. The patient went home and then that 
(COVID19) same night was admitted to another hospital. After examining the HCP (health care professional) 
informed he did not have an explanation for her symptoms. On Saturday patient went back to 
work and patient passed out, the tingling spread to her whole body. patient went to an urgent 
care. The HCP (health care professional) diagnosed her with Bell's Palsy. And patient symptoms are 
now getting worse. The Patient was researching on her own and thinks patient may have Guillian 
Barre Syndrome. Treatment medications (dates unspecified) included: prednisone 20 mg 3 times a 
day for 5 days. The action taken with covid-19 vaccine ad26.cov2.s was not applicable. The patient 
was recovering from fever/temperature 104 f, and had not recovered from chest pain, shortness of 
breath, numbness on chest/ middle of her back on left side/ leg, confusion, constipation, felt weak, 
bells palsy, pain behind leg, memory slow, feels like half body is paralyzed, tingling in chest and 
middle of her back on left side/whole body, middle of back on the left side like stabbing pain, 
double vision, swelling face, words confused/cannot form words, and passed out. This report was 
serious (Hospitalization Caused / Prolonged, and Other Medically Important Condition).; Sender's 
Comments: VO: 20211038425- Covid-19 vaccine ad26.cov2.s-Bell's palsy, passed out, words 
confused/cannot form words, memory slow. These events are considered unassessable. The events 


have a compatible/suggestive temporal relationship, are unlabeled, and have unknown scientific 
plausibility. There is no information on any other factors potentially associated with the event. 
20211038425- Covid-19 vaccine ad26.cov2.s-pain behind leg and felt weak. These events are 


labeled and are therefore considered potentially related. 


COVID19 
BELL'S PALSY | VACCINE | 1821286-1 | Left sided bells palsy including upper and lower facial nerve palsy. 
(COVID19) 


Acute Inflammatory Demyelinating Polyneuropathy Hospitalized 4/26/21 with severe leg 
COVID19 weakness/sensory loss on exam; Also developed a left sided bells palsy the week of 4/26/21 MRI T 
BELL'S PALSY | VACCINE | 1821972-1 and LS spine negative;CT Brain negative; Lyme test negative, CMV, EBV,HIV negative; B12,TSH 
(COVID19) “~~~ | normal Lumbar Puncture-Increased CSF Protein, lymphocytic pleocytosis, oligoclonal band Treated 
with IV IgG infusions x 5 days -Initial partial improvement in leg strength after 1 week Gradual 


improvement over a few months-mostly recovered; however modest cognitive deficit remains 


After the vaccine I had like a stroke and the stroke did not progress because I went to 
edit emergencies. diagnostic: Bell's palsy. Half right of my face was paralyzed and the right eye cries 
BELL'S PALSY | VACCINE | 1825068-1 pa'sy. y y y ' 
(COVID19) there is no movement on that side of the face, the nervers are paralyzed. My neck hurts a lot ( 
near the right ear) my ear hurst a lot and I feel like air in my ear. Dr. gave me medicine (asteroids) 


10/05/2021 Received first Pfizer Covid shot at pharmacy 10/06/2021 Felt flu like symptoms (body 
ache, slight headache, chills) 10/07/2021 Severe headaches/migraines began daily 10/10/2021 
Began noticing blurry vision/slow focusing and right eye lid twitching/drooping, intermittently right 
side of mouth would freeze 10/15/2021 Had Dr appt for severe migraines. The doctor scheduled 
CT scan and prescribed migraine meds ( did not have medical history of migraines until this point 
). Recommended vision check also. 10/20/2021 Had CT Scan 10/22/2021 Had vision test at Eye 
COVID19 Doctor. Right eye was drooping/fluttering and right side of mouth was froze. They confirmed seeing 
BELL'S PALSY | VACCINE this during the visit. Dr and assistant got on CDC webite and suspected onset of Bells Palsey since 
(COVID19) shot after checking several symptoms. They gave me paperwork to register symptoms at CDC. 
10/22/2021 Picked up migraine med prescription 10/24/2021 Had severe migraine, took first pill. 
Headache subsided for 2-3 hours and came back but not as bad. 10/26/2021 Had fairly severe 
migraine, took pill. Headache subsided for the day. 10/27/2021 Medic suggested downloading 


migraine monitor app to track migraines. 10/28/2021 Mild headache all day, facial paralysis began 
around noon and continued into next day. 11/01/2021 Have follow up visit with Dr about adverse 
side effects from 1st Covid shot, requesting medical exemption for second shot. 


COVID19 
BELL'S PALSY | VACCINE | 1825479-1 | Diagnosed with Bells Palsy 8/11/2021. Still recovering 10/28/2021 
(COVID19) 
COVID19 I had Bell's Palsy. It was like a stroke. I had know muscle control of the left side of my face. I went 
BELL'S PALSY | VACCINE | 1825780-1 | to the ER Hospital. They CT scan and physical checks. I had a EKG also well. The doctor said it was 
(COVID19) Bell's Palsy and not a stoke. It took about 3 months for all the symptoms to go completely away. 
COVID19 
BELL'S PALSY |VACCINE | 1825814-1 | Developed Bells Palsy. Left side of face paralyzed 
(COVID19) 


HEADACHE ON RIGHT TEMPLE SHOOTING PAIN BELOW LEFT EAR ON THE EVENING OF THE 26TH 
COVID19 AFTER THE INJECTION. WOKE UP ON THE 27TH AROUND 9:30 AM WITH MY LIPS AND FACE 
BELL'S PALSY |VACCINE | 1826032-1 FEELING STRANGE. APPROXIMATELY 11 AM FACE FEELING NUMBNESS. WENT TO BED WITH 
(COVID19) “~~~ | HEADACHE AND NUMBNESS IN FACE. WOKE UP AT 8AM ON 28TH HAVING TROUBLE SPITTING 
(LIPS NOT WORKING PROPERLY) CALLED MY FAMILY DOCTOR WHO ADVISE I GO TO THE ER. 


WENT TO THE ER AND WAS EXAMINED BY DR. WHO STATED I HAV BELL'S PALSY 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy; This is a spontaneous report from a contactable consumer (patient). A 71-year-old 
male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, solution for injection, 
Batch/Lot Number: FF8841), via an unspecified route of administration, administered in left arm on 
120ct2021 11:45 (at the of 71 years old) as dose 3 (booster), single for COVID-19 immunisation. 
Medical history included cancer. The patient has not had COVID prior to vaccination. The patient's 
concomitant medications were not reported. No other vaccine was given in four weeks. The patient 
COVID19 received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified 
ELL'S PALSY | VACCINE | 1827479-1 | route of administration, administered in left arm on O5Mar2021 10:30 (Batch/Lot Number: 
(COVID19) En6203, at the of 70 years old) for COVID-19 immunization and the second dose of BNT162B2 
(PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration, administered 
in right arm on 26Mar2021 09:30 (Batch/Lot Number: Er8733, at the of 70 years old) for COVID- 
19 immunization. The patient experienced bell's palsy on 130ct2021. No treatment was given in 


response to the event. The event resulted in Doctor or other healthcare professional office/clinic 
visit. The patient was tested for COVID post vaccination via nasal swab on an unspecified date with 


unknown results. The outcome of the event was not recovered. 


B i 
Guillain Barre Syndrome; Bell's palsy,bilateral facial nerve palsy; This is a spontaneous literature 
report. A 32-year-old male patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE; 
Solution for injection; lot number and expiry date not reported), via an unspecified route of 
administration, on Mar2021, as dose 1, single, for COVID-19 immunisation. Medical history 
included mild asthma. The patient's concomitant medications were not reported. In the first few 
hours, he noticed muscle soreness, leg heaviness, and fatigue. Three days later, he developed a 
right facial droop. He presented to the emergency department on postvaccination day 7, where he 
was diagnosed with Bell's palsy and given oral steroids. Several hours later, he noticed a new left 
facial droop with paresthesias in his bilateral hands and feet. He was admitted to the hospital 
where his SARS-Cov-2 PCR testing was negative. His neurologic examination demonstrated 
bilateral severe facial nerve palsy and lower extremity areflexia with intact limb strength and 
sensation. MRI of the brain was unremarkable. Cerebrospinal fluid analysis demonstrated elevated 
protein of 116 mg/dL and no white blood cells, consistent with a diagnosis of Guillain Barre 

sop Syndrome. Electromyography (EMG) demonstrated bilateral facial nerve palsies with both 

BELL'S PALSY | VACCINE 1827512-1 nae f 2 H n 

(COVID19) demyelinating and axonal features, with normal nerve conduction velocities. He was treated with a 
five-day course of intravenous immunoglobulin (IVIG) resulting in mild improvement of his facial 
weakness. Conclusion(s): This variant of GBS occurring within one week of Pfizer- BioNTech 
vaccination suggests that this may be a rare complication of the vaccine. IVIG was the treatment 
of choice. Further observational studies were needed to better understand the association between 
vaccination and the GBS variant. Nevertheless, the benefits of the vaccine far outweigh its 
potential risks. The outcome of the events was recovering.; Sender's Comments: Based on the 
close temporal relation, the association between the events of Guillain Barre syndrome and Bell's 
palsy and the suspect product of BNT162B2 cannot be completely ruled out. The impact of this 
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for 


safety evaluation, including the review and analysis of aggregate data for adverse events. Any 
safety concern identified as part of this review, as well as any appropriate action in response, will 
be promptly notified to regulatory authorities, Ethics Committees, and Investigators, as 
appropriate. 


COVID19 
BELL'S PALSY | VACCINE 1827911-1 | Developed Bell's Palsy on 10/20/21 
(COVID19) 


I received the 3rd Covid Booster on 9/28/2021. On 10/18, i noticed that the left side of my tongue 
had unusual taste disturbances, and felt as if it were a bit numb. This continued all week, until on 
COVID19 10/22, I woke up that morning to a left sided facial droop. My left eye would not close completely, 
BELL'S PALSY | VACCINE | 1828600-1 | my mouth could not form a seal, or smile, or pucker. My forehead was frozen anyway because of 
(COVID19) the Botox recived on 10/15. I started Prednisone 60mgx7 days, then tapering off now for a week 
and also Famvir 500mg twice daily. The facial droop was determined to be Bells Palsy and as of 


today has still not resolved. 


COVID19 
BELL'S PALSY |VACCINE | 1828616-1 | Bell's Palsy 
(COVID19) 


COVID19 Approximately 10 minutes after second dose, left side of face felt numb. Similar to first dose, facial 
BELL'S PALSY |VACCINE | 1830236-1 | numbness peaked around day 4. Facial numbness slowly improved, but mild form persists. Primary 
(COVID19) care doctor suggested it may be Bells Palsy. 


Shot was in left arm, 2 hours later right arm starts to go numb. This sensation spread to right 
middle back, next morning the numbness/sensation is worse. I left for work at 5:15 am, the 
numbness spread to my neck and up to the base of my skull. My throat started to constrict. I 
COVID19 called 911 and transported to the hospital. I have episodes of mild Bell's palsy. My right eye lid 
BELL'S PALSY |VACCINE | 1831782-1 | does not open all the way. I smile asymmetrical. The right-side of my head feels swollen 
(COVID19) continuously. Around my right eye and cheek it feels partly paralyzed. I have right arm and back 
nerve pain intermittently; and jaw pain at times. My throat constricts randomly. I have symptoms 
of cranial nerve issues. Neurologist wrote and medical exemption due to adverse reaction causing 


neurological issues. I can't work now as a firefighter until I am fully vaccinated. 


COVID19 i ; , 
BELS pane A ONE | aa oe EEA PAY eee OF THE FACE) TREATMENT: Acyclovir 400 mg oral tablet and 
(COVID19) g 
COVID19 
BELL'S PALSY |VACCINE | 1831910-1 | Bell's palsy. 
(COVID19) 


DIAGNOSED WITH BELLS PALSY ON DISCHARGE FROM HOSPITAL ON 06 OCT 2021. ON 05 OCT 
2021, PRESENTED TO E.R. WITH ONSET OF L SIDED FACIAL WEAKNESS/PARALYSIS THAT 
COVID19 STARTED ON 03 OCT 2021. GIVEN RX PREDNISONE 60 MG X 7 DAYS. AS OF THIS WRITING (31 
BELL'S PALSY |VACCINE | 1832315-1 | OCT 2021) SIGNS / SX'S HAVE RESOLVED ABOUT 70%.. ***NOTE. THE MODERNA DOSE ABOVE 
(COVID19) WAS ADDITIONAL DOSE AFTER COMPLETION OF 2 DOSE PFIZER REGIMEN ADMINISTERED 02 FEB 
/ 24 FEB 2021 RESPECTIVELY. *** ADDITIONALLY, I ALSO RECEIVED 1ST DOSE OF SHINGRIX 
ZOSTER RECOMBINANT ON 23 JUN 2021 AND QUADRIVALENT INFLUENZA ON 15 SEP 2021. 


COVID19 
BELL'S PALSY | VACCINE | 1832358-1 | Bells palsy- left side facial paralyzes-not healed as of today 
(COVID19) 


Symptoms ae VAERS 1D Adverse Event Description 


COVID19 : F : 

BELL'S PALSY |VACCINE | 1832879-1 ea rie hear ee palsey taken to er for evaluation seen in office 
(COVID19) ——— still suffering fro ells palsey 

COVID19 

BELL'S PALSY | VACCINE 

(COVID19) 


I was mandated by my employer to get the vaccine and I was given a deadline in October. To not 
lose my job or be charges extra fees, I reluctantly got the vaccine on 09/10/21 to fall into their 
compliance dates. About 1 month and a half later, the right side of my face drooped. My husband 
COVID19 took me to Urgnt Care. The physician I saw believed I had Bells Palsey but transferred me to a 
hospital to have a cat scan to rule out a stroke. My husband took me to ER. The ER Physician also 
BELL'S PALSY |VACCINE : 
(COVID19) beleived I had Bells Palsey. A cat scan was completed and an MRI was suggested but the hospital 
did not have an MRI. I was given Prednisone and antivirals and diganosed with Bells Palsey. I am in 


Bells Palsy Vaccinated 10/13. Symptoms started 10/30 


the process of follwoing up with my primary physician so she can review tests results and see if an 
MRI is necessary. I will continue the course of RX for Bells Palsey. The right side of my face is 
droping effecting my lip and cheek at this point. 


COVID19 Nursing noticed R sided facial droop. Resident sent to ED on 10/25/2021, CT head which was 
BELL'S PALSY | VACCINE | 1833555-1 negative and resident passed swallow screen. Family opted to have her come back rather than 
(COVID19) ~~ | admission for CVA w/u. MD reported because she is unable to raise R eyebrow and close R eye, 
meaning both hemispheres affected, more likely Bells Palsy 
COVID19 
BELL'S PALSY | VACCINE | 1836510-1 | bilateral bells palsy, heart arrhythmia called bradycardia 
peues onsy (COVID19) ses 
COVID19 Nausea/vomiting/headaches - August 26, 2021 starting at 7am Intense headaches, visual 
BELL'S PALSY |VACCINE | 1836732-1 | problems, eye pain, Bells Palsy, scalp pain starting September 1, 2021 - continuing until November 
(COVID19) 1, 2021 
COVID19 Pt. states that after receiving the 3rd Booster of Phizer 10/29/2021, started experiencing 
BELL'S PALSY | VACCINE | 1836860-1 symptoms 10/30/2021 of numbness in the left side of the face, tongue numbness, and facial 
(COVID19) “~~ | twitching. Emergency Room visit 10/30/2021, diagnosed with Bell's Palsy. No noted Primary 


visit/communications. 


COVID19 
BELL'S PALSY | VACCINE | 1836935-1 | Systemic: Abdominal Pain-Medium, Systemic: Bell's Palsy-Medium, Systemic: Nausea-Severe 
(COVID19) 


Systemic: Bell's Palsy-Medium, Systemic: Exhaustion / Lethargy-Medium. 


COVID19 
BELL'S PALSY | VACCINE | 1837702-1 | Bell's palsy treated with prednisone and acyclovir. 
(COVID19) 
COVID19 
BELL'S PALSY |VACCINE | 1837886-1 | Bell?s Palsy Facial paralysis 
(COVID19) 


On October 25, 2021 I woke up for work at 7 AM with left hand numbness/tingling that radiated 
down to underside of my elbow. I could feel sensation but it was decreased. I went to work and 
then at approximately 12 PM I began having left-sided facial numbness/tingling. I also began 
having some chest tightness on the left side only. My coworker noticed that I began having 
difficulty saying words. Not that my speech was slurred, just that I seemed to be having an issue 
with word recall and was experiencing some confusion. At this point, my coworker (a certified EMT) 
recognized I may be having a medical emergency and drove me to the ER. Once at the ER, the 
medical team began working me up for stroke vs TIA vs heart attack among other things. The 
tests performed are listed in Item# 19. While in the ER being worked up, the doctor noticed I had 
1839241-1 


Site: Itching at Injection Site-Medium, Site: Pain at Injection Site-Medium, Site: Redness at 
COVID19 Injection Site-Medium, Site: Swelling at Injection Site-Medium, Systemic: Allergic: Itch (specify: 
BELL'S PALSY | VACCINE | 1836950-1 | facial area, extremeties)-Severe, Systemic: Allergic: Itch Generalized-Severe, Systemic: Allergic: 
(COVID19) Rash (specify: facial area, extremeties)-Severe, Systemic: Allergic: Rash Generalized-Severe, 


a left-sided facial droop around 12:30-12:45 PM. I was given prednisone and sent for more 
imaging. All imaging was determined to be negative. I was discharged around 5:45 PM with a 
prescription for Valtrex and Medrol dosepak. The diagnosis assigned to me was ?with left-sided 
ulnar arm dysesthesias and Bell?s Palsy?, although my medical team did say it was ?atypical? 
because my other symptoms did not fit the profile for Bell?s Palsy. I did not sleep very well the 
night of October 25. When I woke up in the morning on October 26, my symptoms had resolved. 
After October 27, my symptoms were transient, but not as severe as Oct 25 until November 2. On 
the morning of November 2, I woke up with left hand and arm numbness/tingling. The left side of 
my face began to feel numb with tingling around midday. In the evening, my family noticed I had a 
slight left-sided facial droop. By the evening, only my left thumb, left armpit, left forearm and left 
chin were still feeling numb/tingly. I did not seek medical care during this episode. The course of 
treatment for the Medrol dosepak (4 MG tablet) began on October 26 and ended on November 1. 
The Valtrex (1 G tablet) was 1 PO TID beginning October 26 and ending on November 1. 


COVID19 
BELL'S PALSY | VACCINE 
(COVID19) 


Symptoms ees VAERS 1D Adverse Event Description 


Bell's Palsy; Felt like was having the flu; In the left side felt a tingling on the side of the 
face/tingling in my head; Had a hard time opening the left eye; When touched it, it would hurt; 
This spontaneous case was reported by a consumer and describes the occurrence of BELL'S PALSY 
(Bell's Palsy) in a 38-year-old female patient who received mRNA-1273 (Moderna COVID-19 
Vaccine) (batch nos. 038A21 and 031L20A) for COVID-19 vaccination. The occurrence of additional 
non-serious events is detailed below. No Medical History information was reported. On 17-Feb- 
2021, the patient received first dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 
1 dosage form. On 17-Mar-2021, received second dose of mRNA-1273 (Moderna COVID-19 
Vaccine) (unknown route) dosage was changed to 1 dosage form. In March 2021, the patient 
experienced INFLUENZA LIKE ILLNESS (Felt like was having the flu), PARAESTHESIA (In the left 
side felt a tingling on the side of the face/tingling in my head), OCULAR DISCOMFORT (Had a hard 
time opening the left eye) and PAIN (When touched it, it would hurt). In April 2021, the patient 
experienced BELL'S PALSY (Bell's Palsy) (seriousness criterion medically significant). The patient 
was treated with PREDNISONE in April 2021 for Adverse event, at an unspecified dose and 
frequency and VALACICLOVIR HYDROCHLORIDE (VALTREX) in April 2021 for Adverse event, at an 
unspecified dose and frequency. In April 2021, BELL'S PALSY (Bell's Palsy), INFLUENZA LIKE 
COVID19 ILLNESS (Felt like was having the flu), PARAESTHESIA (In the left side felt a tingling on the side of 
BELL'S PALSY | VACCINE | 1839589-1 the face/tingling in my head), OCULAR DISCOMFORT (Had a hard time opening the left eye) and 
(COVID19) ~~ | PAIN (When touched it, it would hurt) had resolved. No concomitant medications were provided. 
Treatment medication included the one that was used to treat mouth sores and the patient though 
it was Valtrex. Patient reported that two weeks after the symptoms were worst, she went to the 
urgent center. The patient said that in the morning, she had a hard time opening the left eye and 
went to the urgent center because she thought she was having a stroke. She was told that she had 
Bell's Palsy for the symptoms that she had. She reported that she had such a tingling sensation 
that it would hurt when touched like when you have something sore or when you hurt your elbow. 
It was a Friday and by Monday she did not feel it as much. Once she started the medication, it 
started working. The symptoms went away after a whole week of medications. Company 
comments: This case concerns a 38-year-old, female patient with no relevant medical history 
reported, who experienced the unexpected event of Bellis Palsy. The event occurred on an 
unknown number of days after the second dose of MRNA-1273. The rechallenge was not applicable 
since the event happened after the second dose. The benefit-risk relationship of MRNA-1273 in not 


affected by this report.; Sender's Comments: This case concerns a 38-year-old, female patient 
with no relevant medical history reported, who experienced the unexpected event of Bellis Palsy. 
The event occurred on an unknown number of days after the second dose of MRNA-1273. The 
rechallenge was not applicable since the event happened after the second dose. The benefit-risk 


relationship of MRNA-1273 in not affected by this report. 


BELL'S PALSY CoE 4840664-1 Right side face swollen, swollen lips and Tong Numb and face can't close right eye all the way and 
(COVID19) “~~~ | water in right eyes coming out. Hapen in October 26,2021. 


weakness in my face and arm and occasionally my knee. The tremor and vibrations have become 
less frequent but continue intermittently. I have asked at least 3 doctors to report my symptoms to 
VAERS but non have done so as of this date. 


Received Modera booster 10/29. 10/30- Headache woke me up around 8:00 AM. Radiated from the 
back of the head to both temperoal regions with intensity of pain behind right and in the right ear. 
COVID19 Chills T-99.7, nausea, and extreme fatigue. Right lower teeth even ached. 10/31 -Same 
BELL'S PALSY | VACCINE | 1841394-1 symptoms, except for chills were less T-98.9. and did have a little more energy. 11/1- Still having 
(COVID19) ~~~ | a headache, lower right teeth pain, and ear pain. At work, when drinking from a cup, liquid was 
dribbling out of mouth right-sided facial drooping was noted. BP was 160/102. Went to ER. Upon 
arrival BP-179/90. Dx with Bell's Palsy Upon discharge BP-10/62 with any ut medication treatment 


for it. Started on Prednisone 60mg. Was given a Rx for Valtrex 1 Gm tid 


COVID19 numbness across chest and in severe pain. pain in upper back, right leg, nausea. diagnosed with 
BELL'S PALSY |VACCINE | 1842899-1 | bells palsy, right eye developed breathing difficulties, left heart blockage diagnosed with lung 
(COVID19) sarcoidosis also in brain and heart 


COVID19 
BELL'S PALSY | VACCINE | 1843179-1 | Bell's Palsy onset 04/20 for 2 weeks 
(COVID19) 


Initial signs within 48 hrs was sore/burning tongue and cold sore. Noticed rash on left thigh on 
October 6. Major symptoms on morning of October 9 when awakened fatigued and not felling quite 
right. As the morning progressed, lost some feeling in face and had trouble pronouncing some 
COVID19 words correctly. Fearful of stroke went to ER. Diagnosed with Bell's Palsy. Visit Summary: -Your 
BELL'S PALSY | VACCINE | 1843455-1 | MRI did not show any evidence of stroke. Your facial droop is most likely caused by inflammation of 
(COVID19) the facial nerve called Bell's palsy. This can often take weeks to heal and it is difficult to predict if 
this will completely return to normal at this point. Using the steroid medication for the next 10 
days can help speed your recovery. I also recommend using lubricating eyedrops to keep your eye 
from drying out. -Follow-up with your primary doctor as recommended in 2 to 3 days for recheck 


COVID19 BELL'S PALSY, SAME SIDE AS THE SHOT. RIGHT SIDE FACE PARALIZED, CAN'T BLINK, CAN'T 
BELL'S PALSY | VACCINE | 1843649-1 | CLOSE RT EYE, CAN'T SMILE OR SPEAK CORRECTLY. DEPTH PERCEPTION GONE ON RT SIDE, 


(COVID19) PERIPHERAL VISION AFFECTED ON THAT SIDE. 


On February 6, 2021, I received my first shot of the Pfizer vaccine in my left arm at a local 
pharmacy. I am a fit, otherwise healthy 42 y/o woman although I did suffer an episode of Bell?s 
Palsy (BP) in 2016 which mostly resolved. I felt some upper arm soreness as anticipated but no 
other notable effects. Within a week or so of receiving the vaccine, I began to feel left side facial 
tingling and weakness, as occurred in the beginning of my 2016 BP experience (which was also on 
the left side). I also experienced severe nerve pain in my left forearm which I likened to a burning 
toothache in my arm. I immediately reached out to my PCP and expressed my concern. She 
acknowledged it is likely my symptoms are due to the vaccine. I spoke with my immunologist and 
COVID19 together we discussed risks and benefits and decided it was reasonable to forego the second shot 
BELL'S PALSY |VACCINE | 1841206-1 | at that time. Shortly thereafter, my left eye began constantly watering. I visited my eye doctor 
(COVID19) who believed my symptoms were consistent with a BP episode. My eye watered constantly from 
March through May. During this time, I developed joint pain, a slight tremor in my left arm as well 
as an internal vibration. The tremor was experienced while I was in motion, not at rest. I was 
referred by my PCP to a neurologist who examined me and sent me for an MRI. My MRI results are 
negative yet symptoms continue. The nerve pain my forearm has become intermittent and has 
lessened over time. Now, nearly 9-month post-vaccine, I continue to have paresthesia and muscle 


Symptoms ees VAERS 1D Adverse Event Description 


Bell''s palsy; Mouth paralysis; Eye is running and tearing; Dry eye; Funny taste in mouth; 
Headache; Numbness lips; This is a spontaneous report from a contactable consumer (patient). A 
68-year-old male patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 3 via 
an unspecified route of administration, administered in Arm Right on 110ct2021 14:30 (at the age 
of 68-years-old) (Batch/Lot Number: FE2590) as DOSE 3 (BOOSTER), SINGLE for covid-19 
immunisation. Medical history included ongoing atrial fibrillation Verbatim: heart condition with a- 
fib, stroke from Feb2021 to an unknown date Wife had a stroke in Feb2021. There were no 
concomitant medications. The patient previously took Dose number: 1, LOT: EL9267 of bnt162b2 
on 10Feb2021, and Dose number: 2, LOT: EN6198, EXP: 30Jun2021 on 03Mar2021, penicillin 
[benzylpenicillin] and experienced Allergic to penicillin. On 130ct2021, the patient experienced 
headache, Was behind his right ear. Put ice on it. Then was using a heating pad. Wasn't really bad, 
felt more like a toothache throb. On 14O0ct2021, the patient experienced funny taste in mouth. 

COVID19 Was like salivation gland was going (withheld). Was like he had something sweet in his mouth. Was 

BELL'S PALSY | VACCINE | 1845362-1 | the whole mouth. On 17Oct2021, the patient experienced eye is running and tearing Right eye is 

(COVID19) droopy, and right corner of his mouth is sagging. It is obvious, Now is more like a dry eye. Doctor 
prescribed him artificial tears to make sure eye stays hydrated. Right eye doesn't cooperate. Has 
to struggle to close his right eye and blink. Right eye will close when he is closing both eyes at the 
same time. Right eye won't cooperate when he tries to close it by itself. He can blink his left eye, 
and mouth paralysis (medically significant) started coming on really slow. He really noticed it on 
the 170ct2021. On 200ct2021, the patient experienced Bell's Palsy. In Oct2021, the patient 
experienced numbness lips, can't tell if the numbness is also on his tongue. Mostly can tell on the 
lips. When tries to smile, the right side of the mouth doesn't respond. Difficulty drinking: Clarified 
he doesn't have difficulty swallowing. When he eats, tends to bite that lip. When he takes a drink 
out of a bottle, it dribbles out. States it's a lot easier to drink from a straw than a bottle. The 


outcome of the event headache was recovered, Mouth paralysis was not recovered, Funny taste in 
mouth was recovering, while unknown for the other events. Follow-up attempts are completed. No 
further information is expected. 


Bell''s palsy; Her speech is still off; This is a spontaneous report from a contactable consumer 
(patient herself). A 42-year-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 
MRNA VACCINE, Solution for injection, Batch/Lot number and Expiry date was not reported), via 
an unspecified route of administration, administered in Arm Right on 02Jun2021 (at the age of 
41years) as dose 1, single for COVID-19 immunization. Medical history included none. There were 
no concomitant medications. The patient confirms she was not on any new medications, she states 
everything was the same. She had been on the same medication, the only thing that was different 
was this shot. The patient did not receive any vaccines on same date with the Pfizer vaccine 
COVID19 considered as suspect. Prior Vaccinations within 4 weeks the patient did not receive any other 
BELL'S PALSY | VACCINE | 1845396-1 vaccine. The patient did not have any adverse events following prior vaccinations. The patient 
(COVID19) experienced bells palsy, her speech is still off in 2021. She confirms the Bells Palsy developed 
some time in between the two shots The patient underwent lab tests and procedures which 
included sars-cov-2 test negative on unspecified date. Therapeutic measures were taken because 
of bells palsy. The patient visited Emergency Room, Physician Office, because she thought she was 
having a stroke, but it was diagnosed as bells palsy the patient was hospitalized. The patients state 
the dates of her hospitalization are unknown but confirms it was between her first and second 
dose. The outcome of events bells palsy was recovering. The outcome of event her speech is still 


off is unknown. The lot number for the vaccine, [BNT162B2], was not provided and will be 
requested during follow up.; Sender's Comments: Linked Report(s) : US-PFIZER INC- 
202101453391 Same reporter/durg, different patients. 


Bell''s palsy; This is a spontaneous report from a contactable consumer or other non health 
professional. A patient of unspecified age and gender received BNT162B2 (PFIZER-BIONTECH 
COVID-19 VACCINE, Solution for injection),via an unspecified route of administration on an 
COVID19 unspecified date (Batch/Lot number was not reported) as dose number unknown single for COVID- 
BELL'S PALSY |VACCINE | 1845397-1 | 19 immunization.The patient medical history was not reported. concomitant medications:None.The 
(COVID19) patient experienced bell's palsy on an unspecified date. Outcome of the event was unknown. The 
lot number for the vaccine, [BNT162B2], was not provided and will be requested during follow up.; 


Sender's Comments: Linked Report(s) : US-PFIZER INC-202101453228 Same reporter/durg, 
different patients. 


COVID19 
BELL'S PALSY | VACCINE | 1845485-1 | After about a week I got Bells palsey 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1845982-1 | I now have Bell?s palsy 
(COVID19) 


COVID19 after yr 2nd dose in 24 hrs - tired and sore arm. I had like ear ache in Sep2021. Saw doctor on 
BELL'S PALSY | VACCINE | 1846031-1 5Sep2021. Bells palsy. Still have the symptoms. Fully paralyzed on the right on the face. Felt 
(COVID19) paralysed and pain in the ear and muscle spams and feeling drastically better. for 1st dose . it was 
administered incorrectly . My arm my elbow and shoulder, I couldn't move for my elbow up. 
BELL'S PALSY PERRE 1846364-1 Bells Palsy - left side facial paralysis Treatment anti viral medication, steroids, physical therapy, 
(COVID19) massage, electrical stimulation. 


A few days after getting my second dose I started feeling something wrong with my face. The 
muscles in my face feel droopy. The next day face started drooping more, and twitching. I went to 
COVID19 the ER Sunday morning, they did blood work. When the results came back they said I would have 
BELL'S PALSY | VACCINE | 1846610-1 | a long recovery and I had Bells Palsy. I asked the Dr. If it was in relation to the vaccine but he did 
(COVID19) not confirm or deny that it was. Since I have diabetes, that could be a reaction but did not want to 
say if it was or not. The droopiness has stopped but still now the doctor has said my eye has been 


different since then. 


COVID19 Patient woke up on 11/5/2021 at 4:30 am and his right eye lid was droopy . He went to the urgent 
BELL'S PALSY | VACCINE | 1847153-1 | care and Dr. said it was Bels Palsy.. He was told to use over the counter eye drops to keep the eye 
(COVID19) moist. 


Bell's Palsy Started having jaw muscle cramps about 10-11 days after vaccine. Full Bell's Palsy 
diagnosis within 13 days after shot. Facial weakness/paralysis. could not operate left side muscles. 
COVID19 
BELL'S PALSY | VACCINE | 1848785-1 Slight sagging, no wrinkles in forehead left side, could not fully close eye, left side of mouth does 
(COVID19) not move while talking or smiling. Was prescribed Prednisone and Valacyclover for 1 week w/ zero 
refills. Took medicine the full course. Symptoms have been lessening slowly since November ist. 


improving symptoms for Bell's Palsy. 


Symptoms ‘Vaccine | vaes 10 | Adverse Event Description 
Type 
COVID19 Developed left sided Bell Palsy. Treated at hospital and admitted for evaluation for possible CVA. 
BELL'S PALSY | VACCINE | 1848803-1 | Once studies were negative, he was discharged home. Now back to normal. Took approximately 3 
(COVID19) weeks for most of the symptoms to resolve. 
COVID19 
BELL'S PALSY | VACCINE 1849189-1 Bell's Palsy to left face 
(COVID19) 
BELL'S PALSY PEPE 1849387-1 Bell's Palsy. Noticed lip felt numb at 9:00 AM. By noon it was more numb and left eye was dry. 
(COVID19) ~> | Could barely blink with left eye. By 4:00 PM facial droop on left side so went to ER. 


On Thursday, 10-28-2021 I had my Moderna booster and Flu vaccine at my local pharmacy. By 
Friday morning, October 29, 2021 I was suffering from a bad headache at the base of my skull to 
COVID19 my left. I suffered all weekend taking only tylenol for the pain but it would not subside. On Monday 
BELL'S PALSY | VACCINE | 1849534-1 | Morning, Noveember 1, 2021 I noticed slight weakness around my mouth on the left side. I went 
(COVID19) ~~~ ~~~ | to the Clinic here and was seen by a doctor who ordered a CT, labs and EKG. I was sent home to 
await contact for scheduling of an MRI. By Tuesday morning, November 2, 2021 the weakness on 
the left side of my face was profoundly worse. I went to the ER in where I was diagnosed with 
ADMINISTRATION (greater than 35 days between Moderna Covid-19 vaccinations) had resolved. At 
negative results were reported. On an unknown date, Electrocardiogram: normal (normal) ECG 


Bell's Palsy. Next appointment with my primary is Monday, November 8, 2021 at 8:45 am. 
COVID19 
BELL'S PALSY | VACCINE | 1849549-1 | Bell's Palsy one day after booster of Moderna. 
(COVID19) 
the time of the report, GUILLAIN-BARRE SYNDROME (Guillen Barre Syndrome/diagnosed him with 
variety of GBS), BELL'S PALSY (bells palsy on the left side of his face), FEELING ABNORMAL 
normal. For MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not 
provide any causality assessments. Patient had an adverse event GBS (Guillen barre syndrome) 


bells palsy on the left side of his face; feeling like a like a piece of spaghetti/feared for his life; 
numbness; Guillen Barre Syndrome/diagnosed him with variety of GBS; Heart rate increase; High 
blood pressure; greater than 35 days between Moderna Covid-19 vaccinations; This spontaneous 
case was reported by a pharmacist and describes the occurrence of GUILLAIN-BARRE SYNDROME 
(Guillen Barre Syndrome/diagnosed him with variety), BELL'S PALSY (bells palsy on the left side of 
his face), FEELING ABNORMAL (feeling like a like a piece of spaghetti/feared for his life) and 
HYPOAESTHESIA (numbness) in a 71-year-old male patient who received MRNA-1273 (Moderna 
COVID-19 Vaccine) (batch nos. 042L20A and 025A21A) for COVID-19 vaccination. The occurrence 
of additional non-serious events is detailed below. Concurrent medical conditions included Allergy. 
Concomitant products included PRAVASTATIN, FEXOFENADINE HYDROCHLORIDE (ALLEGRA), 
ACETYLSALICYLIC ACID (ASPIRIN (E.C.)) and METOPROLOL SUCCINATE (TOPROL XL) for an 
unknown indication. On 01-Feb-2021, the patient received first dose of MRNA-1273 (Moderna 
COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 21-Mar-2021, received second dose of 
MRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) dosage was changed to 1 dosage form. 
On 21-Mar-2021, the patient experienced INAPPROPRIATE SCHEDULE OF PRODUCT 
ADMINISTRATION (greater than 35 days between Moderna Covid-19 vaccinations). In August 
2021, the patient experienced GUILLAIN-BARRE SYNDROME (Guillen Barre Syndrome/diagnosed 
him with variety of GBS) (seriousness criteria hospitalization prolonged, disability and medically 
significant), BELL'S PALSY (bells palsy on the left side of his face) (seriousness criteria 
hospitalization prolonged, disability and medically significant), FEELING ABNORMAL (feeling like a 
like a piece of spaghetti/feared for his life) (seriousness criteria hospitalization prolonged, disability 
and medically significant) and HYPOAESTHESIA (numbness) (seriousness criteria hospitalization 
prolonged, disability and medically significant). On 19-Oct-2021, the patient experienced 
(feeling like a like a piece of spaghetti/feared for his life), HYPOAESTHESIA (numbness) and HEART 
1849962-1 
and was hospitalized for 3 weeks. He did not believe it is close enough to be an allergy. Caller 


HYPERTENSION (High blood pressure). On 29-Oct-2021, the patient experienced HEART RATE 
INCREASED (Heart rate increase ). The patient was hospitalized on sometime in August 2021 due 
to GUILLAIN-BARRE SYNDROME, then on sometime in August 2021 due to BELL'S PALSY, FEELING 
ABNORMAL and HYPOAESTHESIA. The patient was treated with PREDNISONE for Adverse event, at 
a dose of 40 milligram. On 21-Mar-2021, INAPPROPRIATE SCHEDULE OF PRODUCT 
COVID19 
BELL'S PALSY | VACCINE RATE INCREASED (Heart rate increase ) outcome was unknown and HYPERTENSION (High blood 
(COVID19) pressure) had resolved. DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if 
available): In August 2021, Blood pressure measurement: high (High) Blood pressure high. In 
August 2021, Heart rate: high (High) pulse rate high. In August 2021, Lumbar puncture: abnormal 
(abnormal) diagnosed with variety of GBS. On an unknown date, Blood test: normal (normal) no 
reported he couldn't talk, walk down the hallway, so he went to the hospital for a suspected stroke. 
However, after the hospital did an ultrasound and some other tests, the results were negative for a 
stroke or TIA and he was discharged. On that Wednesday (caller is unsure of date), 2 days after 
being discharged from the emergency room, the patient went back to same hospital. When he 
arrived, his son got a wheelchair because the patient couldn't move. The patient asked to see a 
neurologist, who immediately diagnosed him with variety of GBS and did a spinal tap to confirm. 
After the spinal tap results came back positive, the hospital gave him a special IVIP for 5 days in a 
row. Company's comment: This case concerns a 71-year-old male patient with a history of 
allergies, who experienced the unexpected, serious (hospitalization, disability and medically 
significant) adverse events of special interest Guillain-Barre syndrome and Bell's palsy. The event 
occurred approximately 6 months after the first dose of MRNA-1273 and 5 months after the 
second/most recent dose of mMRNA-1273. The rechallenge was not applicable. Seriousness 
assessments has been retained as per source document, however there was no information 
supporting that the events resulted in a persistent or permanent incapacity. The benefit-risk 
relationship of MRNA-1273 is not affected by this report. Most recent FOLLOW-UP information 
incorporated above includes: On 02-Nov-2021: Follow-up received on 02-Nov-2021 included 
updated adverse event and lab data. Sender's Comments: This case concerns a 71-year-old male 
patient with a history of allergies, who experienced the unexpected, serious (hospitalization, 
disability and medically significant) adverse events of special interest Guillain-Barre syndrome and 
Bell's palsy. The event occurred approximately 6 months after the first dose of MRNA-1273 and 5 
months after the second/most recent dose of MRNA-1273. The rechallenge was not applicable. 
Seriousness assessments has been retained as per source document, however there was no 
information supporting that the events resulted in a persistent or permanent incapacity. The 
benefit-risk relationship of MRNA-1273 is not affected by this report. 


Symptoms ees VAERS 1D Adverse Event Description 


bells palsy; This spontaneous case was reported by a consumer and describes the occurrence of 
BELL'S PALSY (bells palsy) in a female patient of an unknown age who received mRNA-1273 
(Moderna COVID-19 Vaccine) for COVID-19 vaccination. No Medical History information was 
reported. On 08-Sep-2021, the patient received dose of mRNA-1273 (Moderna COVID-19 Vaccine) 
(unknown route) 1 dosage form. On 29-Oct-2021, the patient experienced BELL'S PALSY (bells 
palsy) (seriousness criterion medically significant). At the time of the report, BELL'S PALSY (bells 
palsy) outcome was unknown. The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) 
(Unknown) was unknown. Concomitant medication use was unknown. On 29-Oct-2021, the patient 
went to emergency room because the right side of her face was paralyzed and she was having 
slurred speech and they diagnosed her with bells palsy. Treatment information was unknown. 
COVID19 Company Comment: This case concerns a female patient of an unknown age with no reported 
BELL'S PALSY |VACCINE | 1849983-1 | medical history who experienced expected event of Bell's palsy. The event occurred 1 month 21 
(COVID19) days after an unspecified dose of the mRNA-1273 (Moderna COVID-19 Vaccine). The rechallenge 
was unknown as the recent administered dose prior to the event was not specified. Causality for 
the reported event was not provided by the reporter. The benefit-risk relationship of mMRNA-1273 
(Moderna COVID-19 Vaccine) is not affected by this report. The event is an important medical 
event and an adverse event of special interest.; Sender's Comments: This case concerns a female 
patient of an unknown age with no reported medical history who experienced expected event of 
Bell's palsy. The event occurred 1 mont 21 days after an unspecified dose of the MRNA-1273 
(Moderna COVID-19 Vaccine). The rechallenge was unknown as the recent administered dose prior 


to the event was not specified. Causality for the reported event was not provided by the reporter. 
The benefit-risk relationship of MRNA-1273 (Moderna COVID-19 Vaccine) is not affected by this 


report. The event is an important medical event and an adverse event of special interest. 


COVID19 "Headaches day after shot 10/27/21 ER Room - ""Bells Palsy"" Diagnosis 11/04/21 Severe Droop 
BELL'S PALSY | VACCINE | 1850148-1 | ""Right Face. No eyelid movement. Blurred vision right eye"" Right eye irritation due to eyelid no 
(COVID19) longer functioning. Issues continue 11/08/21 Follow up today 11/08/21" 


On 11/03/2021 I lost my sense of taster. On 11/4/2021 I got my taste buds back. I was able to 
COVID19 taste a cough drop. I started having tears come out of my right eye that night. The next morning 
BELL'S PALSY | VACCINE | 1851180-1 11/5/2021 I drank milk and the milk spilled out of my mouth and my speech was slurred. I was 
(COVID19) ~~ | rushed to the hospital and was diagnosed with bels palsy. They put me on two medications. They 
are prednisone 20 mg and cephalexin 500mg. I was prescribed a week's worth. I am talking better 


today 11/8/2021 but still experiencing bels palsy. I have never had this in my life. 


COVID19 
BELL'S PALSY | VACCINE Bell's palsy (confirmed) Guillain Barre (confirmed and receiving treatment) 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE | 1851796-1 | Bells Palsy complicated with neck, facial, and head neuralgia 
(COVID19) 


looked like he got bells palsey; heart rate was extraordinarily high; my face just fell and I got a 
headache; slept for a straight 36 hours; massive ear ache; eye starting twitching; This is a 
spontaneous report from a contactable consumer (patient). A 68-year-old female patient (not 
pregnant) received the second dose of BNT162B2 (PFIZER COVID 19) via an unspecified route of 
administration on the left arm on 11Feb2021 at 15:00 (Lot Number: EL3302) at the age of 68- 
year-old as single dose for COVID-19 immunization. Medical history included meningioma, they 
found a meningioma that was about 10 years old (who knew). Known allergy was none. Prior to 
vaccination, the patient was not diagnosed with COVID-19. The patient performed COVID test 
(Nasal Swab) post vaccination on 18Mar2021 and result was negative. The patient didn't receive 
other vaccines within 4 weeks prior to the COVID vaccine. Concomitant medication included 
hydrochlorothiazide, mecobalamin (VITAMIN B12 [MECOBALAMIN]) and women's Vitamins. The 
patient previously received the first dose of BNT162B2 via an unspecified route of administration 


GOVINIS on the right arm on 11Jan2021 at 10:00 AM (Batch/Lot Number: EN6201) at the age of 68-year- 


Beene a (cove) 1853269-1 old as single dose for COVID-19 immunization and the patient eye started twitching of and on and 


got an ear ache towards the end of month for 4 days. In Feb2021, few days later, the patient eye 
starting twitching again for a couple of weeks. In Mar2021, toward the end of the month, the 
patient got another massive ear ache. The patient was not sick. On 15Mar2021, the patient slept 
for a straight 36 hours. O n17Mar2021, the patient felt better and then on 18Mar2021 at 10 AM, 
the patient told her sister to take he to emergency her face just fell and got a headache. In 
Mar2021, went to clinic nearby, PA told her to go to hospital it looked like he got bells palsey and 
her heart rate was extraordinarily high. Kept her in hospital for 3 days brought blood pressure 
down and set her up with a neurologist, cardiologist and neurosurgeon. Neurologist was at a 
seminar and said they talked about vaccine waking up the bells palsy virus. The events resulted in 
doctor or other healthcare professional office/clinic visit. The events of palsy bells and heart rate 
high resulted in hospitalization for 3 days. No treatment was received. The outcome of events was 
recovering. No follow-up attempts are possible. No further information is expected. 


Bell's Palsy; dizziness; This is a spontaneous report from a contactable consumer (patient). A 38- 
year-old patient of an unspecified gender received BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA 
VACCINE, Batch/Lot Number: EN5318), intramuscularly administered in left arm on 24Jan2021 (at 
COVID19 the age of 38-year-old) as dose 1, single for COVID-19 immunization at workplace clinic. Medical 
BELL'S PALSY |VACCINE | 1853279-1 | history and concomitant medications were none. Prior Vaccinations (within 4 weeks) were none. 
(COVID19) The patient experienced bell's palsy and dizziness on 09Feb2021. Bell's palsy occurred after 
receiving 1st COVID vaccine and the patient did not guesting it because there was family of bell's 


palsy. No treatment was received as a result of the events. The outcome of the events was 
recovered in 2021. 


Symptoms ees VAERS 1D Adverse Event Description 


Severe Ice pick headaches followed by Bell's Palsy; Severe Ice pick headaches followed by Bell''s 
Palsy; This is a spontaneous report from a contactable consumer (patient). A 45-year-old female 
patient (non-pregnant at the time of vaccination) received second dose of BNT162B2 (PFIZER- 
BIONTECH COVID-19 VACCINE; Solution for injection; Lot number: unknown), via an unspecified 
route of administration on arm right on O8O0ct2021 11:00 AM (Age at Vaccination: 45 years) as 
DOSE 2, SINGLE for COVID-19 immunization. The patient medical history included known allergies 
to Penicillin. If other vaccine in four weeks was reported as no. Prior to the vaccination, the patient 
COVID19 was not diagnosed with COVID-19. Since the vaccination, the patient has not been tested for 
BELL'S PALSY | VACCINE | 1853288-1 COVID-19. device time stamp was 290ct2021.The patient Concomitant medications were not 
(COVID19) reported. The patient previously received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 
VACCINE, Solution for injection; Lot number: unknown), dose 1 via an unspecified route of 
administration on arm right on 17Sep2021 11:00 AM (at the age of 45 years) as DOSE 1, SINGLE 
for COVID-19 immunisation. On 190ct2021 05:00 AM, the patient experienced severe ice pick 
headaches followed by bells palsy. The events resulted in Doctor or other healthcare professional 
office/clinic visit, Emergency room/department or urgent care, Disability or permanent damage. 


Therapeutic measures were taken as a result of events and treatment included Steroids. The 
outcome of events was not resolved. The lot number for the vaccine BNT162B2, was not provided 
and will be requested during follow up 


Bells Palsy; This is a spontaneous report from a contactable consumer (patient). This report was 
received via Pfizer Sales Representative. A male patient of an unspecified age (approximately 40) 
received third dose of BNT162B2 (COMIRNATY, solution for injection, Batch/Lot number was not 
COVID19 reported), via an unspecified route of administration on an unspecified date as dose 3 (booster), 
BELL'S PALSY | VACCINE | 1853295-1 | single for covid-19 immunization. The patient medical history was not reported. The patients 
(COVID19) concomitant medications were not reported. After 5 days following vaccination on an unspecified 
date, the patient had sudden onset of bell's palsy. The outcome of the event was unknown at the 


time of report. No follow-up attempts are possible; information about lot/batch number cannot be 
obtained. No further information is expected. 


COVID19 
BELL'S PALSY | VACCINE | 1853645-1 Bells palsy (R) face appeared 9/29/21 slowly improving, appears to be possible related to obtaining 
(COVID19) flu shot shortly after Covid vaccine. 


"numbness developed right lip and advanced to sagging right side and right eye would not close 
COVID19 late day after injection, (Note I also received the flu vaccination in my left arm same day.) 
BELL'S PALSY | VACCINE | 1853650-1 | Symptoms worsened over weekend. Went to ER on Monday. Saw Dr. very brief' , no other testing 
(COVID19) ""confidently"" diagnosed it as bell's Palsy. Prescribed steroids and eye drops once every hour. I am 


seeing my primary care Dr. on Friday at her recommendation for more detailed medical advice." 


Bell's palsy on right side of the face. Started with the tongue feeling numb, no sense of taste to 
part of the tongue, and 2 days later it lead to the right side of face not being able to close eye at 
same rate as my other eye. During the morning is when it started to feel like I was losing control 
COVID19 of my blinking and being able to gargle when brushing teeth. That Monday I went to the ER to get 
BELL'S PALSY | VACCINE | 1855774-1 | checked, it was 6 months after vaccinated. So then, tests were provided, COVID, MRI, cat scan, 
(COVID19) blood tests for Lyme, and observation for 9+ hours. I was released after 9 hours in ER. I had a 
neurologist follow up and over 2.5 weeks, I started to feel my face muscles coming back slowly. 
Felt 97% after that. There's still some muscle weakness that I only notice 3 months later and some 


muscle soreness around mid cheek, chin, and when jawning my eye closes. 


Vaccine booster dose; Vaccine booster dose; chills; he was hot; had distortion of his face; 
protruding lips and swollen bottom lip that went downwards; his swollen tissue was very hard in 
his face/one of his cheeks were all puffy and hardened; facial muscular problems of the face 
abnormalities; exceptionally bad; stroke/almost like having symptoms of a stroke; protruding lips 
and swollen bottom lip that went downwards/had distortion of his face; Bell's Palsy; This is a 
spontaneous report from a contactable consumer (patient reported for himself). A 71-years-old 
male patient received bnt162b2 (COMIRNATY, solution for injection, lot number and expiry date not 
reported), dose 3 via an unspecified route of administration on 16Aug2021 (at the age of 71 years 
old) as dose 3 (booster) single, for covid-19 immunization. Medical history included he has a form 
of cancer from an unknown date and unknown if ongoing. The patient's concomitant medications 
were not reported. The patient received dose 1 of bnt162b2 on 14Jan2021 (at the age of 71 years 
old) as COVID-19 immunization and experienced couldn't sleep, nauseous, and chills. He then had 
the dose 2 of bnt162b2 on 01Feb2021 (at the age of 71 years old) as COVID-19 immunization and 
experienced chills and couldn't sleep. On 16Aug2021, the patient received the vaccine booster 
dose. Following the dose, in Aug2021, he experienced 4 days of chills, he was hot, he also had 
distortion of his face, almost like a stroke, a protruding chin, his swollen tissue was very hard in his 
face, protruding lips and swollen bottom lip that went downwards. Patient asked if anyone else 
reported this side effect and patient read something about bell's palsy. His PA felt, patient had 
reaction and took Benedryl (as reported) due to the events and it resolved. He wanted to know if 
COVID19 others had any similar side effect. The patient stated he watches the news and reads newspapers 
BELL'S PALSY | VACCINE | 1856746-1 and never saw this side effect (angioedema) written anywhere. Patient suggested, as a previous 
(COVID19) marketing guy, Pfizer should let people know this could happen so they aren't concerned and 
scared. Patient mentioned he had a protruding chin and the tissue was very hard and protruding, 
his lips blew up and his upper lip twisted downward and one of his cheeks were all puffy and 
hardened. Patient stated after the Booster Shot, in Aug2021, he was exceptionally bad for 4 days 
until he found someone to see him. The first few nights he had chills and was hot and from what 
he read that was fairly normal. Then after about 3 days, he got a distortion of his face, almost like 
having symptoms of a stroke and he had a protruding chin and the tissue was very hard and 
protruding, his lips blew up and his upper lip twisted downward and one of his cheeks were all 
puffy and hardened as well. His doctor told him to go to the hospital but he couldn't get in to the 
hospital, because the preference in withheld is unvaccinated Covid patients so he was kept in a 
wheelchair outside and after 2 hours and told his wife they get out of there and he even has full 
insurance. He got in to a clinic and saw a PA and he was knowledgeable. The PA said it looks like 
he had a very bad reaction to the vaccine and he took Benadryl and Advil. After that it cleared up 
and subsided. He just wanted to look into this and went online and some of these were symptoms 
of Bell's Palsy where people had facial muscular problems of the face abnormalities, and his 
resembled symptoms of that. He has read or seen on withheld where a lot of physicians, 
epidemiologists, or cardiovascular doctors but he hasn't heard anyone say anything about this. He 


wanted to report it. He knew that it reacts to everyone different. Patient asked if there have been 
any similar symptoms to his. The outcome of the event vaccine booster dose was unknown. The 
other reported events was recovered on an unspecified date in Aug2021. The lot number for the 
vaccine, [BNT162B2], was not provided and will be requested during follow up. 


Symptoms ees VAERS 1D Adverse Event Description 


Bells palsy; Fever; This is a spontaneous report from a contactable other hcp (patient). A 25- 
years-old female patient received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), dose 2 
intramuscular, administered in Arm Right on 23Jan2021 (Batch/Lot number was not reported) as 
DOSE 2, SINGLE at the age of 25-years-old for covid-19 immunisation. Medical history included 
none.The patient's concomitant medications were not reported. Patient previously received the first 
dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) for covid-19 immunization. Prior to 

COVID19 vaccination, the patient was not diagnosed with COVID-19. Since the vaccination, the patient has 

ELL'S PALSY | VACCINE | 1856789-1 not been tested for COVID-19.The patient experienced bells palsy on 23Jan2021, fever on 

(COVID19) =- | 23Jan2021. Outcome of events was recovered. No treatment received. The lot number for the 
vaccine, [BNT162B2], was not provided and will be requested during follow up.; Sender's 
Comments: Based on the close temporal relation, the association between the event of Bell's palsy 
and the suspect product of BNT162B2 cannot be completely ruled out. The impact of this report on 
the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety 


evaluation, including the review and analysis of aggregate data for adverse events. Any safety 
concern identified as part of this review, as well as any appropriate action in response, will be 


promptly notified to regulatory authorities, Ethics Committees, and Investigators, as appropriate. 


B ' 
Vertigo; less mobility; loss function; whole right side became numb gradually/her right shoulder, 
leg, shin and hip were numb; diagnosed with Bells Palsy; stroke; loss two thirds of taste buds; 
shoulder and leg numbness; shoulder and leg numbness; she still cannot eat anything; This is a 
spontaneous report from a contactable consumer. This consumer (patient) reported for herself that 
the 28-year-old female patient received bnt162b2 (BNT162B2), dose 2 via an unspecified route of 
administration, administered in Arm Right on 02O0ct2021 17:00 (Batch/Lot Number: 30145BA) at 
the age of 27-year-old as dose 2, single for covid-19 immunization. Medical History was none. 
There were no concomitant medications. The patient previously took the first dose of bnt162b2 at 
the age of 27-year-old on 11Sep2021 with a lot of SE3592, unknown dosage by injection on her 
right arm for covid-19 immunization. The patient experienced diagnosed with bells palsy on 
O8Oct2021 12:30 with outcome of recovering , stroke on O8O0ct2021 with outcome of unknown, 
whole right side became numb gradually/her right shoulder, leg, shin and hip were numb on 
O8Oct2021 14:30 with outcome of recovering , loss two thirds of taste buds on 07Oct2021 18:00 
with outcome of not recovered , less mobility on O8Oct2021 18:00 with outcome of not recovered , 
loss function on O8Oct2021 14:30 with outcome of not recovered , vertigo on O8Oct2021 18:00 
with outcome of not recovered , shoulder and leg numbness on Oct2021 with outcome of unknown 

COVID19 , shoulder and leg numbness on Oct2021 with outcome of unknown , she still cannot eat anything 

BELL'S PALSY | VACCINE | 1856803-1 | on Oct2021 with outcome of not recovered. Therapeutic measures were taken as a result of the 

(COVID19) events. Vaccination Facility Type was other. No Vaccine Administered at Military Facility. History of 
all previous immunization with the Pfizer vaccine considered as suspect was none. Additional 
Vaccines Administered on Same Date of the Pfizer Suspect was none. The events whole right side 
became numb gradually, diagnosed with Bell's palsy, loss two thirds of taste buds, less mobility, 
loss function, vertigo required a visit to: Emergency Room. Relevant Tests was none. The clinical 
course was reported as follows: Caller stated that she saw ER doctor 08Oct2021 and was 
diagnosed with Bells Palsy after getting second vaccine of Pfizer. Is experiencing symptoms of 
numbness, loss of function, loss two thirds of taste buds on her right side. Stated that when she 
got to ER thought stroke whole right side numb gradually on O8O0ct2021. Stated 070ct2021 loss 
two thirds of taste buds, following day shoulder and leg numbness and less mobility. Stated that 
they put her on medication of a steroid and some other medicine. Clarified that it is the Pfizer 
Covid vaccine. Stated that the neurologist diagnosed her with vertigo. Stated that her right 
shoulder, leg, shin and hip were numb. Stated that if she walks more than 30 minutes everything 
becomes more numb and she starts limping. Stated that she still cannot eat anything. Treatment: 


Stated that she is taking Prednisone and Valacyclovir. Stated that she will be starting physical 
therapy 290ct2021 and acupuncture 300ct2021. Follow-up attempts are completed. No further 
information is expected. 


COVID19 
BELL'S PALSY |VACCINE | 1857616-1 | Patient developed bell's palsy approximately 5 days after receiving both vaccines. 
(COVID19) 
COVID19 
BELL'S PALSY | VACCINE 1857696-1 Bell's Palsy -right side. 
(COVID19) 


11/02/2021, pt was having a conversation with the spouse and pt felt that his face was twisted 
COVID19 and felt dizzy. Pt proceed to Er and was diagnosed with Bell's Palsy, Pt was treated with accyclovir I 
BELL'S PALSY | VACCINE | 1857786-1 | q8h x 7days and predinsone as directed #30 and artificial eye gtt 1.4% as directed. Pt was 
(COVID19) followed up with the Primary care Physician Nov 4th, 2021 and pt has an appointment with the 


ophth 11/10/2021 and ENT referral, pending the appointment. 


COVID19 
BELL'S PALSY | VACCINE | 1858461-1 | L facial weakness and numbness - mild Bell's palsy 

(COVID19) 

COVID'3 PRESENTED TO EMERGENCY DEPARTMENT WITH BELL'S PALSY LESS THAN 24 HOURS AFTER 
BELL'S PALSY | VACCINE 1860738-1 

(COVID19) ———— | VACCINATION 


2 weeks after covid 19 vaccine pt presented with right sided facial droop which started on 11/5 
COVID19 treated for bels palsy Prior to that patient reporting non-painful pruritic rash over her mid chest 
BELL'S PALSY | VACCINE | 1860838-1 | (noted on 11/3) and two day later pruritic lesion over her nose. On the 11/7 patient took part in a 
(COVID19) local marathon and as she reach the 18th mile she noticed HA, dizziness and pressure like chest 


pain which appeared to resolved with rest. 


COVID19 
BELL'S PALSY |VACCINE | 1861069-1 | Bell's palsy 
(COVID19) 


COVID19 ; . oo 
BELL'S PALSY |VACCINE | 1861835-1 02/09/2021-right side of face was numb that I keep close my eye and my cheek was twitching. 
(COVID19) ————— | 02/15/2021 Virtual health visit- Bells palsy was diagnosed. Prednisone and Valtrex was prescribed. 


Note: Submitting a report to VAERS does not mean that healthcare personnel or the vaccine caused or contributed to the 
adverse event (possible side effect). 


Notes: 


Caveats: 


Help: 
Query Date: 


VAERS accepts reports of adverse events and reactions that occur following vaccination. Healthcare providers, vaccine 
manufacturers, and the public can submit reports to VAERS. While very important in monitoring vaccine safety, VAERS 
reports alone cannot be used to determine if a vaccine caused or contributed to an adverse event or illness. The reports 
may contain information that is incomplete, inaccurate, coincidental, or unverifiable. Most reports to VAERS are 
voluntary, which means they are subject to biases. This creates specific limitations on how the data can be used 
scientifically. Data from VAERS reports should always be interpreted with these limitations in mind. 


The strengths of VAERS are that it is national in scope and can quickly provide an early warning of a safety problem 
with a vaccine. As part of CDC and FDA's multi-system approach to post-licensure vaccine safety monitoring, VAERS is 
designed to rapidly detect unusual or unexpected patterns of adverse events, also known as "Safety signals." If a safety 
signal is found in VAERS, further studies can be done in safety systems such as the CDC's Vaccine Safety Datalink 
(VSD) or the Clinical Immunization Safety Assessment (CISA) project. These systems do not have the same limitations 
as VAERS, and can better assess health risks and possible connections between adverse events and a vaccine. 


Key considerations and limitations of VAERS data: 


e Vaccine providers are encouraged to report any clinically significant health problem following vaccination to 
VAERS, whether or not they believe the vaccine was the cause. 


e Reports may include incomplete, inaccurate, coincidental and unverified information. 


e The number of reports alone cannot be interpreted or used to reach conclusions about the existence, severity, 
frequency, or rates of problems associated with vaccines. 


e VAERS data are limited to vaccine adverse event reports received between 1990 and the most recent date for 
which data are available. 


e VAERS data do not represent all known safety information for a vaccine and should be interpreted in the context 
of other scientific information. 


Some items may have more than 1 occurrence in any single event report, such as Symptoms, Vaccine Products, 
Manufacturers, and Event Categories. If data are grouped by any of these items, then the number in the Events 
Reported column may exceed the total number of unique events. If percentages are shown, then the associated 
percentage of total unique event reports will exceed 100% in such cases. For example, the number of Symptoms 
mentioned is likely to exceed the number of events reported, because many reports include more than 1 Symptom. 
When more than 1 Symptom occurs in a single report, then the percentage of Symptoms to unique events is more than 
100%. More information. (/wonder/help/vaers.html#Suppress) 


Data contains VAERS reports processed as of 11/12/2021. The VAERS data in WONDER are updated weekly, yet the 
VAERS system receives continuous updates including revisions and new reports for preceding time periods. Duplicate 
event reports and/or reports determined to be false are removed from VAERS. More information. 
(/wonder/help/vaers.html#Reporting) 


About COVID19 vaccines: 
e For more information on how many persons have been vaccinated in the US for COVID19 to date, see 
https://covid.cdc.gov/covid-data-tracker/#vaccinations/ (https://covid.cdc.gov/covid-data-tracker/#vaccinations/). 


e One report may state that the patient received more than one brand of COVID-19 vaccine on the same visit. This 
is a reporting error, but explains why the total number of reports may not equal the total number of COVID-19 
vaccine doses. 


See The Vaccine Adverse Event Reporting System (VAERS) Documentation (/wonder/help/vaers.html!) for more information. 
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Query Criteria: 


State / Territory: The United States/Territories/Unknown 


Symptoms: 


BELL'S PALSY 


Vaccine Products: COVID19 VACCINE (COVID19) 


VAERS ID: 
Group By: 


Show Totals: 


All 
Symptoms; Vaccine Type; VAERS ID 
False 


Show Zero Values: False 


